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PROCEEDI NGS

CHAI RVAN BRACEY: The committee will cone
to order, please

DR. HOLMBERG | had a request from
several people for the roster of the new people and
for the total conmittee, and so last night | went
honme and put this table together so that you have
it in front of you, and what | would like you to do
is |'malso sending around a copy for you to make
any corrections, to add your address, fax nunber,
e-mail, all the information that we can put down.

Yes?

MS. LIPTON. Jerry, | also had asked Renee
yesterday, and she said she'd do this, but the
presentations, a couple of themyesterday that were
not handed out, those would be wonderful to have.

DR. HOLMBERG Ckay. Wat | wll do,
especially for the new comrmittee menbers, to give
you an idea of what we try to do is to send out a
CD on the neeting shortly thereafter once the
transcripts are out, and so we will include all the

presentations, the transcripts, the
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recomrendati ons, and hopefully there will be al so
some of the comments fromthe reconmendations, at
| east fromthe previous neeting.

Any ot her questions concerning the roster?
And just please nake sure that gets around the
tabl e, but each one of you should have a copy.

I would like to do a roll call this
morning. 1'd like to open the neeting, the second
day of the Advisory Conmittee for Blood Safety and
Avail ability.

First, Dr. Bracey.

CHAlI RVAN BRACEY: Present.

DR HOLMBERG Dr. Angel beck?
DR ANGELBECK: Present.

DR HOLMBERG Ms. Birkhofer?
M5. BI RKHOFER:  Present.

DR HOLMBERG Dr. Bl oche?
DR BLOCHE: Present.

DR HOLMBERG Dr. Duffell?
DR DUFFELL: Present.

DR. HOLMBERG  Ms. Lipton?

MS. LIPTON: Still here.
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DR HOLMBERG M. WMatyas?

MR MATYAS: Here.

DR. HOLMBERG Ms. Pahuja is absent.
Pi erce?

DR PIERCE: Here.

DR. HOLMBERG Dr. Ransey?

DR RAMSEY: Present.

DR HOLMBERG Dr. Roseff?

DR ROSEFF: Here.

DR HOLMBERG Dr. Sandler?

DR ROSEFF: Present.

DR. HOLMBERG  Dr. Sayers?

DR SAYERS: Here.

DR HOLMBERG Ms. Thonms?

M5. THOVAS: Present.

DR HOLMBERG Dr. Toy is absent. M.
Wal sh?

WAL SH: Her e.
HOLMBERG. Dr. Wng?
WONG. Here.

HOLMBERG Dr. Kuehnert?

% 3 33

KUEHNERT:  Yes.
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DR, HOLMBERG Dr. Epstein?

DR. EPSTEIN. Here.

DR HOLMBERG Dr. Klein is absent.
Conmander Li bby?

CDR LI BBY: Here.

DR HOLMBERG And Dr. Bowran? |'m sure
Dr. Bowran will be here shortly. We'IIl recognize
hi m when he cones into the neeting.

As nost of you realized yesterday, Dr.
Beato was to speak to the commttee, and
unfortunately circunstances canme up and she was not
able to be here, and she sent her regrets and asked
me if | would please read her coments that she
wanted to nmake to the conmittee.

So | will do that now, and then what |
would like to do is also to followup with an e-mail that
Dr. Agwunobi has sent to the Ofice of
Public Health and Science, and since you are all
part of the Ofice of Public Health and Science,
think it's appropriate to share that with you

As you know, Dr. John Agwunobi has been

confirmed by the Senate to be the next Assistant
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Secretary for Health. He was sworn into office on
Tuesday of this week. This conmittee is a valuable
one and one upon which the Departnent relies.

have revi ewed the topics that you have | ooked at in
the past and | remain inpressed with the work you
have done.

You began in the 1990s with the issues
related to hepatitis C and then tackled mad cow
di sease and its human conponent, VCID. And as you
know, this is an issue that still is not settled.

You nmade recomendations regardi ng
| eukoreduction. Al ong the way, you have nade
recomendations to establish a blood nonitoring
system to establish a national blood reserve.
These two ideas in which | amvitally interested
and wi || pursue.

Most recently, you have addressed the IVIG
issue and | would like to talk with you for a few
m nutes, though, about IVIG availability and its
rei mbursenent. | want you to know that within the
departnent, we have taken several steps to ensure

availability and to reduce the risk of conprom sed
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health care to bona fide patients.

W have had discussions with each of the
I VI G manuf acturers and have determ ned that their
rel ease of IVIG has not declined, and that the
governnent is not delaying |ot rel ease of products
t hrough regul atory processes.

In fact, the manufacturers increased
avai |l abl e inventories for three consecutive nonths,
August, Septenber and Cctober, and this pushed the
avai l abl e inventory into the green zone as neasured
by the Plasma Protein Therapeutic Association

Unfortunately, however, | believe that the
availability of products actually dropped in
Novenber. Be that as it may, the nanufacturers in
response to our discussions with them have created
energency inventories and toll free nunbers so that
the physicians can talk directly with the
manuf acturers' nedical directors for energency
needs.

Al l ocation of products is a thorny issue,
especially when there is a network of distributors

and group purchasing organi zations that set linmts
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based on quantities available. This multi-Iayer
system seens to make it difficult to ensure that
products are going to those facilities that truly
need it for each individual patient care.

As we know, the increase in hospital and
out pati ent services have seen an increase as
patients are noved fromthe physician's office to
t hese settings.

I know that you have been concerned about
rei nbursenent for IVIG Let ne say that the issue
of CMS reinbursenment of IVIGin the current
mar ket pl ace i s conpl ex. The Medi care paynent for
IVIG administered in physician's office is
determ ned by averaging the 1AV manufacturers
quarterly sales price as submtted to CMS

The paynment |imt for 1@V is 106 percent
of the average sales price as nandated by Congress.
CMVB recal cul ates the average sales price each
quarter based on the previous quarter's data
reported fromthe manufacturers. Separate paynent
is allowed for physician admnistration of GV

Begi nning in 2006, reinbursenent for IVIG
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in hospital outpatient departnents will also be
based on 106 percent of the average sal es price.
The payment of 1AV is in addition to the paynent
under the outpatient prospective services for
out pati ent services.

In addition, the departnent's O fice of
I nspector General is assessing reinbursenent and
Medi care beneficiaries' access to care. Based on
your recomrendations for immedi ate steps to address
rei nbursenent for 1VIG and our ongoing work with
patient groups, manufacturers and ot her
st akehol ders, we continue to be concerned about
reports of providers experiencing difficulties in
obt ai ni ng adequately priced 1@V on a consi stent
basis to neet their patients' needs.

In response, CM5 is establishing a
tenporary add-on paynent effective January 1, 2006,
to cover the additional preadm nistration related
services required to locate and acquire 1@V and
prepare it for infusion during this current period
of market instability.

In the face of these factors, as
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potentially increasing |dV demands and

manuf acturer allocation of nmany fornul ations,

physi cian office staffs and hospitals have to
expend extra resources in |ocating and obtai ning
the appropriate product and scheduling patients for
i nfusi on.

Thus, for the cal endar year 2006, only
physi cians and hospitals will be pernmitted to bil
an add-on code to conpensate for the administration
burden associated with 1 GV adninistration.

W have heard from sone stakehol ders who
have indicated that the infusion of IVIGin
physicians' offices is nore conplex and resource
i ntensive, particularly during the actual infusion
than many ot her types of infusions currently
reported using the CPT codes used for simlar drugs
establ i shed by the American Medi cal Association CPT
Editorial Panel.

As you know, CPT codes are conmmpn
procedure codes used by the physicians' offices and
clinics to obtain reinbursenent. W have

encour aged these stakehol ders to discuss their
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concerns with the CPT Editorial Panel to assess
whet her alternate coding or additional CPT guidance
woul d be appropri ate.

During the upcom ng year, CMS and ot her
agenci es and the departnment intend to work with the
I @V patient community, product manufacturers,

di stributors, physicians and hospitals to develop a
common under standi ng of the evolving |GV

mar ket pl ace to assure the continued coll ection of
accurate average sales price data and to focus
attention on the nedical necessity for the
utilization of IVIG

We anticipate that these steps and ot her
ongoi ng corrections in the marketplace will help to
ensure the supply volatility stabilizes in the next
year.

Pl ease be assured that we are nonitoring
the status of 1@V supply and the factors that
influence its availability. |If | need additiona
specific recomendati ons on the issues or simlar
issues, | will bring the topic and appropriate

questions to the commttee.

file:///C|/JANUARY/0106DHHS.TXT (14 of 338) [1/10/2006 3:43:45 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

On anot her note, your reconmmendation for
coordi nated strategic plan to ensure bl ood safety
and availability are excellent, and support the
Secretary's 500 day plan for the departnent.
Worki ng groups within the departnent are being
fornmed that include a cross-section not only of
bl ood interests, but also organ, tissues and
cel lul ar products.

We have considered your recomendations in
the elenents of our strategic plan as we nove
forward for the future. Today, you will be hearing
fromquite a nunmber of people who are interested in
how governnent and i ndustry can work together to
assure the safety and availability of bl ood and
bl ood products in the event of an influenza
pandem ¢

This is an excellent forumfor the
exchange of information between the private sector,
governnent, and the American people. | amsure
that you will consider what your presenters have to
say and make val uabl e recommendati ons.

I'"mal so sure those recommendati ons w ||
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be of usual high quality you have delivered in the
past, and | look forward to receiving them Thank
you. | hope you have a good day.

CHAI RVAN BRACEY: Thank you, M. Executive
Secretary. Are there comments on the statenent
that's been read?

I had one question. Dr. Epstein.

DR EPSTEIN. | think that the record
shoul d reflect the committee's appreciation of the
steady support that Dr. Beato has given to the
bl ood issues during her tenure as the acting ASH.

CHAl RVMAN BRACEY: So let the record state
that. | would assune that the committee is in
unani nous agreenent. Thank you.

There is, as | see it, two potenti al
i ssues. The one issue is the issue of availability
of the 1@V product, and the second issue is the
i ssue of access to the 1@V product. In our
del i berations, we hear in the public comentary
regarding issues related to access. |s there a
systemthat we can put in place?

I know there are call nunbers, but how can
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we hear about access aside from public coment?

DR. HOLMBERG That's a very good
question, and one that I will answer in severa
ways. First of all, we do have the various
mechani snms t hrough the FDA product shortage
response nunber and e-mail capability. Dr. Nippin
and Dr. Weinstein nonitor those on a regul ar basis

The three of us get together very
frequently. | would say at |east once a week we're
tal ki ng about the issues, and we're follow ng up
with letters or e-mail responses back to people
that have rai sed questi ons.

We are constantly nonitoring those
conplaints that conme in. Al so, CM5 has their 800
nunber, 1-800 Medicare. W have found nost
recently that we have had to rewite the script for
t hem because they were not obtaining the
appropriate informati on, and so we | earned that
fromthe consuners, and when the consuner says that
they're not getting the response, appropriate
response, or the tel ephone person says | don't

know, that's not our issue, or take it to your
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regi onal contractor, we want to follow up on that.

And once again, we are in direct
communi cation with CM5. Dr. Bowran has been a
super-star in really trying to nake sure that the
peopl e at CM5 have been very responsive. Most
recently even in response to sone of the phone
calls and that, there has been an active dial ogue
with the user conmunity, and CMS

Ms. Any Pisano, who has addressed the
conmittee back in May, held the neeting, and there
was sone very good outcones of that neeting, even
in the way that potentially the user community
could interact with the regional contractors for
Medi care and | don't knowif a lot of you
under st and how Medi care rei mburses through the
regi onal contractors, but if you have an elderly
parent, you quickly realize that those letters that
come from sone bizarre | ooking insurance carrier is
actually the Medi care rei nbursenent and that these
are really the contract and insurance, regiona
i nsurance carriers for Mdicare

But those are two of the nmechani sns, and
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then | have to say that working with the user
community, ny office is very much aware of sone of
the situations. Let ne just say that | could
probably have predicted that Novenber was not a
very good nonth, even before PPTA got their
informati on up on the Wb site, primarily because
of the nunber of calls that | got at the first of
t he nont h.

And so we're continuing to operate and to
| ook at those issues. Sone of the other things
like the 340B set-asides are real problem and
think that in the letter or the comrents that Dr.
Beat o nentioned, she al so addressed the multi-Iayers of
al l ocations, and we tal k about
all ocations with the systemwith the way the
manuf acturers are allocating to the distributors,
but then you have to understand that the
distributors are allocated, are told what their
al | ocations should be to the individual hospitals
based on the GPO, the G oup Purchasing
Organi zati on.

So there is a lot of dynamics going in
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here, and that's why it has been very beneficial to
have the IG the Ofice of the Inspector Ceneral,
do an assessnment of the current situation because
they have been able to get to the bottom of sone of
the issues and they will be reporting back directly
to Congress on this.

So the O fice of the Inspector General has
interviewed nmy office. They've interviewed CM5
FDA, and we have tal ked about this. And we have
identified other areas, for instance, |like the
340Bs is handl ed by HRSA, and when | talked to the
person that was responsible for the 340B 1AV, this
person said that at a nost recent neeting in which
there was also an officer of the Office of the
I nspector General present at this public nmeeting,
that they asked if people were having probl ens
getting G V.

And unani mously they said, no, there's not
a problemin getting the product. The next
question was are you finding it difficult to get
the product at the price that you want to pay for

it, and of course all the hands went up
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The question al so came out do you get
product--is there any product avail able under the
340B or is any pl ace experiencing probl ens
obt ai ni ng product for the 340B plan? And all the
hands went up, and as far as what was related to ne
that the majority of hands went up in the audience,
that there was difficulty and that prinmarily there
was al most no product avail able through the 340B
channel

So we are very eager to hear what the
Inspector General's Ofice will uncover. W are
constantly nonitoring it through nunerous
mechani sns, and on those particul ar situations that
I"ve even tal ked to the user community. The |Imune
Defi ci ency Foundati on has been fantastic at open
conmuni cation, and they have even set up a triage
mechani sm especially as we went through starting
the first of the year with the new price structure,
and so there is a triage nmechanismthat they have
established. And the cases that they cannot
resolve, they are referring to ne.

CHAI RVAN BRACEY: Thank you, Dr. Hol nberg
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That's a very good report. | would hope that as

t hese new measures have been set forth that we can
continue to |l ook at these issues to assess the

i mpact.

DR HOLMBERG | just wanted to, if there
aren't any other questions on that--yes, Jay?

DR EPSTEIN. | just have a comment which
is that quite a nunber of issues that this
committee has deliberated in the | ast few years
revol ve around t he economics of the blood system
and these are always very difficult issues to
address because there haven't been very nany
conpr ehensi ve studi es of the health econonics
related to bl ood products.

Just to name a few, you know, we've talked
about the difficulty of funding safety advancenents
such as | eukocyte reduction or pathogen
i nactivation, and we've tal ked about the cost and
supply issues of clotting factors and nore recently
the cost and supply issues of IVIG And | just
wonder whether it mght not be suitable for the

conmmittee to address the general problemof an
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exam nation of how market forces and market
constraints affect our blood system both at the
| evel of safety and supply, and | would just note
that Paul Haas left us with his outgoing service an
essay on this subject, which is very thought-provoki ng and
think warrants further
consideration by the committee.

CHAI RVAN BRACEY: | certainly would second
that. | was very inpressed by the materia
included in the essay of Paul, M. Haas, and
woul d suggest that we invite experts that can help
us address these issues in a future neeting.

DR SANDLER: As the representative of the
Anerican Hospital Association on this comittee,
strongly endorse the comment made by Dr. Epstein.
I think that this is a central issue because any
new safety issues that cone our way are going to
require an anount of money that's just not in the
system for hospitals to inplenent, and we have to
be much nore proactive in | ooking at this, because
we don't want to be in the position of not being to

pay for safety issues when they cone up.
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CHAI RVAN BRACEY: Dr. Sayers

DR SAYERS: Thanks. 1'd also like to
endorse what Dr. Epstein said. At a time when
there should be particularly constructive
rel ati onshi ps between hospitals and bl ood prograrns,
they are anything but. Bearing in mnd that good
rel ati onshi ps could pronote the safe use of bl ood
and bearing in mnd that good rel ationships could
encourage positive attitudes toward bl ood donation
in the coomunity, where we find ourselves at bl ood
programs is unable to charge hospitals what it
costs us to provide the product because we know
that the hospitals are not appropriately
rei nbur sed

And this is a source of unnecessary
tensi on between the user and the provider and acts
to the detrinment of the safety and the availability
of the bl ood supply.

DR HOLMBERG | hear those comments, and
what | will do is take those recomrendati ons back
to Dr. Agwunobi and we will see about having that

as discussion points at the next nmeeting. | think
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that at the next neeting nmay be very tinely because
there are several surveys, not only the |G survey
that nost recently took place with the
manuf acturers, but also | think other surveys that
are taking place, other reports that are being
witten, that could be very beneficial for us to
explore and for the conmttee to potentially
conment on.

CHAI RVAN BRACEY: Thank you

DR HOLMBERG | have one--1 would like to
read to you. Again bear with ne with ny readi ng.
And | would like to read to you the e-mail that was
sent out just yesterday by Dr. Agwunobi. This e-nmmil serves
as a primary--1'msorry--again,
shoul d have maybe had four cups of coffee.

This e-mail serves as a prelimnary and
informal greeting to all of you now that | am
officially a menber of the Ofice of Public Health
and Science famly. Secretary Leavitt swore ne as
the Assistant Secretary for Health yesterday
nmor ni ng.

I ameager to finally drive the work at
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OPHS. The President has honored ne by appointing
me to this position. | amfurther hunbl ed know ng
that the OPHS famly is expected to bear great
responsibilities on behalf of the President and the
Secretary to inprove the health and well - bei ng of
every American.

| recogni ze | ong-standi ng experience and
expertise of the OPHS staff in the area and your
enthusiasmfor the mssion. It is ny plan to draw
upon the dedication and commitnent of all of you
and further enpower OPHS to achi eve excellence in
HHS and provide for better public health and safety
for all.

Princi pal Deputy Assistant Secretary
Cristina Beato has ably served as acting ASH and
want to express ny gratitude for her. | am
thankful that | can benefit fromthe know edge of
her and ot hers here who have hel ped direct OPHS

Ms. Di ane Menbo will be serving as ny
adm nistrative assistant. Through the rest of the
month, | will be neeting with the office directors

as well as visiting each of the OPHS offices to
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meet the staff. | look forward to seeing you,
| earni ng about your work and di scussi ng your
opportunities for the future. John O Agwunobi

CHAI RVAN BRACEY: Thank you. W certainly
hope that we | ook forward to a two-way
communi cati on and | ook forward to neeting the new
Assi stant Secretary.

Now, for the agenda for this norning, our
first speaker is Dr. Louis Katz. Dr. Katz has been
very active in the field of blood banking and
serves as the Executive Vice President for Medica
Affairs at the M ssissippi Valley Regional Blood
Center.

Dr. Katz has been chair of the AABB
Transfusion Transmitted Di seases Conmittee. He is
a menber of the FDA BPAC committee, and he
currently is chair of the AABB Task Force on
Pandem c Preparations and Ri sk Communi cati on

He will speak to us today on the
activities of that group.

DR. KATZ: Let ne thank Drs. Hol mberg and

Bracey for the invitation. This is very nmuch a
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work in progress. This task force has net by
conference call | guess tw ce over about the |ast
month and we're just getting our arns around the
scope of the task that Karen Lipton has dropped in
our | aps.

I think yesterday was a superb prelude to
the remarks |I'm going to nake, underscoring as they
did, what we don't know and need to know to do an
effective job of planning. Nevertheless, as is the
case in public health npost tinmes, we need to
proceed in the absence of the kind of evidence that
woul d be optimal and that really is the major task
that we've been charged with by Karen Lipton and
the board at AABB.

So these are the nenbers and it's the
usual suspect organizations, the American Red
Cross, Anerica's Blood Centers, AABB, and Bl ood
Centers of Anerica. |In blue, you see the |iaisons
fromthe federal agencies, Alan Wllians and Indira
Hewl ett from FDA, Matt Kuehnert from CDC and Jerry.

And staff from AABB, Caryl Auslander and

Theresa Wegmann, and | forgot Kay Gregory, who is
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sitting here. | apologize, Kay.

So what do we have to acconplish? Well,
broadly speaking, we can | ook at the HHS Pandem c
Pl an and see that we along with everybody el se
i nvolved in public health planning need to devel op
plans that will be living docunents, that is
updat ed frequently, exercised at sone intervals to
denmonstrate what we haven't thought about, and
across all that activity, to engage all our
stockhol ders to the degree that we can identify
t hem

I think that's a fairly straightforward
sort of planning nenu. Mdre specifically, what we
think we need to acconplish is here, and we're
really at the first bullet at this point which is
to devel op an outline of the issues that we can
think up in brainstorm ng sessions that we'll need
to be paying attention to.

Subsequently, to identify range of options
for response to those issues and provi de gui dance
to collection facilities and transfusion services.

Now if I've left out plasma or tissue or organs,
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apol ogi ze. They're not perhaps directly our
mssion. | think that will be qualitatively--the
pl anni ng process for those organi zations will be
qualitatively very simlar.

The issues will be very sinmilar. There
will certainly be differences in details and
what ever work product cones fromour group will be
freely shared with anybody who wants, and then at
|l east at this point, we believe that the npst
appropriate role of the task force is to brief the
I nterorgani zati onal Task Force on Donestic
Di sasters and Acts of Terrorismto allow themto be
the focus of responses if and when or when pandenic
i nfluenza has an i npact on the bl ood supply.

This is one of our primary planning
maxi ns, and basically, as we have | ooked at
di saster planning in the past as the bl ood
community, we have | ooked at a paradi gm of the rest
of the systempulling together to respond to those
areas that need hel p.

We don't think that's probably a correct

nodel for pandenmic planning, and the reason is
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here, and | think you heard this fromDr. Schwartz
yesterday, that the speed with which pandenic flu
can envelop the country is so substantial that the
i dea of regional resource sharing fromunaffected
areas to affected areas is not likely to be an
appropriate nodel for this activity.

Here's the--this is basically the
I nterorgani zati onal Task Force on Disasters basic
outline of response. |'msure that the nenbers of
the conmittee who have been at prior neetings have
seen this, but essentially an event occurs, the
af fected bl ood centers communicate with their
custoners, primarily at the hospital |evel, assess
needs, contact AABB, that then convenes the
I nterorgani zati onal Task Force on Disasters for
devel opi ng an assi stance plan and communi cation
planning in partnership with HHS in the broadest
sense.

W think that nmost of this, at |least from
AABB on, is appropriate, but for pandenic
i nfluenza, we will very likely to be required to

think alittle bit differently about the upper
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| eft-hand corner.

Well, I"'ma lunper so | try and nake
things into short lists that are kind of inclusive.
Al'l due respect to what we've heard about the
transfusability of influenza, as a clinica
virol ogi st over a long period of time and a bl ood
banker over a sonewhat shorter period of tine, it
is clearly not the highest priority of this task
force to address the issue of transfusability.

It may occur. How common or not common |
don't think we know, but that is a work in
progress, and in the absence of any nore than a
single asynptomatic contact out of 29 studied, we
don't, we're not going to focus primarily on this
i ssue.

The next two bullet points, we believe are
where we need to focus our efforts. In the short-run, the
i npact on the donor base, and the inpact
on operations, both in blood collection facilities
around the country and the transfusion services
that we source with |ife-saving products.

Again, this is a quote fromDr. Schwartz
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at this nmeeting in May, and this has kind of been
the conventional w sdom that those of us who have
been sitting in our blood centers thinking about
this have been faced with: a decrease in the bl ood
supply but also a decrease in demand and capacity.
No maj or inpact on the safety of blood itself.

In the broadest strokes, perhaps this is
true, but | think the task that we're faced with in
our group is to be a little bit skeptical about
such a sinple paradi gm

The inpact of pandemic flu--this is again
fromthe HHS plan from Novenber--and you can see
that Asian or Hong Kong type pandemic in the left
colunmm and sonething nore akin to 1918 in the
right, and I just want to point out that in our
wor st case planning scenarios which is 1918 and may
be bad enough as a worse case or nay not, we're
| ooking at estimates from HHS of alnost ten nmillion
admi ssions, a 1.5 nillion admi ssions to intensive
care units, and al nost 800, 000 i ndivi dual s on
ventilators as direct or secondary result of

pandem ¢ i nfl uenza.
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This is an enormous burden on the health
care system and our surge capacity. | think we all
recogni ze this, and we need to at |east be thinking
and nodeling what's the inpact on the requirenent
for bl ood.

So that any assunption regarding a
relatively bal anced decrenent in supply and denmand
needs to be questioned very carefully as we proceed
through this planning process.

So we're assum ng that donors and staff
will be inpacted nmuch |ike the general popul ation
so that both donations and our ability to process
donors may not be robust. Elective surgical needs
will decline. Virtually every hospital or hospita
system surge plan that | have seen has very
explicit nention of sone set of nobre or |ess
detailed triggers that will cancel elective surgery
and el ective admi ssions to the hospital

So | think we know that that is true
However, some things |ike platelet needs to support
hemat ol ogi ¢ mal i ghancy, henmatopoi etic progenitor

stemcell transplants, conplex cardiovascul ar
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surgery, et cetera, will not decrease. These are
not el ective procedures, and many situations these
activities are going to need to proceed and
represent sone of the nobst intense bl ood product
needs that we see.

Sone assunme that flu victins will need few
products, but | think this is likely incorrect, and
I'"ve showed you sone estimates from HHS regardi ng
| CU admi ssions and ventilator care. Those of us
who have spent |ong hours day and night in |ICUs
know that acute respiratory failure, apart from
trauma or hematol ogi ¢ mali gnancy or any of the
things we classically associate with transfusion,
in fact, require bl ood transfusion support quite
frequently.

So assunptions that demand will decline
need to be very, very carefully reconsidered.

What issues have we identified so far, and
I"mgoing to go through basically an outline that
we' ve produced over the last nonth so that you can
see our thought processes and so that | can solicit

input fromthe commttee, either at this neeting or
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of fli ne.

Are there valid nodels for the inpact of
pandem c flu in the bl ood supply? The short answer
tony mindis no. O the range of inpacts of
pandem c flu on our ability to collect and process
bl ood? No.

O blood use in pandem c given the levels
of medical care that we expect to provide the
popul ation in 2005? No.

You will hear fromthe Red Cross and bl ood
systens a little later about sone early efforts to
devel op nodel s that will hel p answer these
questi ons--nost wel cone.

What issues regarding the availability of
donors? (Obviously, attack rates. 30 percent is an
oft quoted figure, and it's probably in the bal
park. So there will be sick donors.

There will be donors who are well but are
staying hone to take care of their famly.

Avoi dance of public venues. Probably a better word

is "fear," at least initially. Subsequently,

avoi dance of public venues may be a public health
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recommendat i on.

I muni zation of donors. Very inportant
i ssue that we can tal k about afterwards if you'd
like. There is not insubstantial resistance to the
concept of immnizing donors in bl ood centers over
liability issues.

The use of antivirals on donors.
Facilitating the access of donors to antivirals
will require that this becone a priority at the
|l evel of HHS, as | think | said in ny coment
yest er day.

And then the issue of FDA-pronul gated
deferrals whether related to exposure or concerns
regarding the potential transmissibility. And
that's all 1"mgoing to say that. W just don't
have enough information, | think at this point to
be much nore explicit than to say it's on the
tabl e.

Collection facility and transfusion
service issues. Again, sone of the same stuff.
Attack rates. Absence to care for famly

Education to prevent transnmission. That is
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sonet hing that can't be done one tine. |If the
pandeni ¢ cones next year, the in-service that | do
next nmonth of ny enpl oyees regardi ng standard
precautions may be useful, but if it cones five
years fromnow, if 1've only done it one time, it's
not going to be useful. | know that from extensive
experience as a hospital epidem ol ogi st.

Getting people to wash their hands or use
masks when appropriate is an extraordinarily
difficult ongoing task

Wirk rules. This is a huge issue. Under
what circumstances are we going to ask enpl oyees to
stay home who, for exanple, m ght have been exposed
to influenza? At what level in the pandemnmic woul d
whi ch work rul es be inpl enmented?

Mandat ory i mmuni zati on of staff versus
encour agerment of inmmunization of staff. Many
energency rooms now as a condition of enpl oynent
require influenza i muni zation. Hospitals all over
the country require immnity to neasles, nunps,
rubella, Varicella and i munization with HBV. But

the resistance in early discussions that |'ve
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gotten, the mandatory i nmmuni zation of staff,

whet her at the collection facility or transfusion
service, with an appropriate influenza vacci ne have
been substanti al

Once again access to antivirals and their
use in our personnel and then triage of blood and
conponent use at the transfusion service |evel that
we need to deal with. There are many places that
have suffered under bl ood shortages over |ong
periods of time, who have triage rules in place.

There are nmany hospitals who have never
suffered a bl ood shortage and have never consi dered
triage. And getting those sorts of consensus rules
is too strong a word, but consensus guidelines
available in a relatively short period of time is a
substantial effort.

Supply chain issues are huge. Those of
you who have been in collection facilities
understand that in our relationship with our
vendors of bags and al cohol swabs and test kids and
| eukoreduction filters and reagents and what not

try quite hard to adhere to a just-in-tinme delivery
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schene.

What happens to that if there's a 30
percent attack rate at the facility where Abbott
manuf actures, let's say, prismreagents or Pal
manufacturing filters suffers a 30 percent attack
rate in their main facility in California?

We have not brought our vendors into this
activity yet, but we'll be doing so at sone |evel
so we need to know their planning.

Li ai son with | ocal and regional energency
managenent agencies. Local and state, federa
public health. W need seats at the planning
table. W need their ears for advocacy and we need
consi stent nessaging in cooperation with public
health. The ear for advocacy seems to ne a nmjor
role of this conmttee. |If there is consensus
around the table that this is a high priority
activity in the enornmous schenme of pandem c
pl anni ng, we believe that that is a top down
activity that's going to need to cone fromthis
committee to HHS and down to the state and | oca

jurisdictions.
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Planning for Iimted blood supply. Are
red cells an issue? They have a 42 day shelf-life
under nost circunmstances. W really don't know
what the inmpact on red cells are going to be and
that needs to be nodel ed.

Platelets, we think are a critical issue.
Wth a five-day shelf Iife and the non-elective
predom nance of indications for platelets, we think
that this could be a major issue and are begi nni ng
to discuss in brainstormng sessions things |like
i mmuni zation and antiviral access for comrittee
pl at el et pheresi s donors.

And then what is the role of blood
organi zations and di saster task force in
coordi nating regional and national novement of
conponents and control | i ng nessages?

We t hought we had a very nice nessage
during Katrina about the blood supply, and | think
those of us who do blood for a living realized that
with the offhand comments of a single individual on
national television, all that messagi ng was

bypassed and many bl ood centers had | ong |ines of
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donors showi ng up where no need exi sted.

Communi cations pl anning. You heard about
this fromDr. Wl fson yesterday, so |'mnot going
to get into too nmuch detail. First of all, what is
the nmessage? What are we trying to tell people
during a pandem c? How does it differ for a
different agent or a different nmagnitude?

How do we all agree to use the nessage,
what ever an agreed upon nessage is, and how do we
partner with the nedia to dissem nate the nessage
and | think there were excellent comrents on that
i ssue yesterday. So | won't expand ny thoughts.

I nternational cooperation. | only throw
this up because it has been discussed. Pandenic is
worldwide. 1It's not just the United States.

Can we minimze patient nortality by
sharing priorities and probl enms and approaches?
The answer to that is probably yes. The EU
Australia and Canada are undergoing this sane
t houghts that we are at this point and we don't
need to reinvent the wheel five, six, seven, eight

times. So we need to be tal king and those
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di scussi ons are beginning to occur

And in the event of catastrophe, just as a
brainstorm is there a way to nove supplies or
conponents internationally if it's feasible to do
so0?

Well, so that's pretty much an outline of
where we're going. The process that we will do is
to take those issues that |'ve identified and the
new ones that come up as we continue to think about
them Parcel those out to nmenbers of the
conmittee, asking themto begin to devel op option
lists so that we can start to flesh out how
collection facilities and transfusion services
m ght respond with a range of options, and during
that process bringing in all the subject matter
subj ect experts that we need from governnent,
public health, industry, elsewhere.

This is a pretty sobering statement froma
guy who knows a | ot about influenza that was
publ i shed very recently in Energing |Infectious
D seases. The January issue is available on-Iline

and | encourage you all to downl oad that issue of
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Energi ng I nfecti ous Di seases and | ook over it very
careful ly.

There's an enormous weal th of information
in that publication that m ght help us. Basically,
we all recognize that the keystone is vaccination
We have heard that vaccination in pandem c
situations is not a matter of throwing a |ight
switch.

Is it reasonable to believe that
prophylaxis will work in a |arge vul nerabl e
popul ati on? Probably not. But for containment and
for critical infrastructure, perhaps.

So with that, | will take any questions,
and nore to the point would appreciate the
di scussion of the committee and any ot her issues
that they identify.

CHAI RVAN BRACEY: Thank you, Dr. Katz
Questions. Dr. Sayers.

DR SAYERS: Thanks. Lou, one of the
questions that this group was posed was what
strategi es shoul d be consi dered encouragi ng

i muni zation of regul ar repeat donors?
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So has your group had any thoughts on
t hat ?

DR KATZ: W haven't had detail ed
di scussions. As you know, Merlyn, I, during the
vacci ne shortage | ast year, advocated high priority
for certain classes of donors, nostly regul ar
pl at el et pheresi s donors.

And the docs seemto think that's a decent
i dea, but the people that ensure us did not. So
there's an enornous range of discussions. |
absolutely support it. | believe that we will be
remiss, if we do not when appropriate vaccines are
avai l abl e, to argue about which groups, but if we
don't offer access to vacci nes one way or anot her,
whet her we i muni ze on site or give them vouchers,
or whatever, | don't know. But |I think it ought to
be a very high priority for blood centers during
pandeni ¢ pl anni ng.

DR SAYERS: So do you see then offering
vacci nation just to selected groups of donors,
pheresis or negative individual s?

DR KATZ: Well, | think that it depends

file:///C|/JANUARY/0106DHHS.TXT (45 of 338) [1/10/2006 3:43:45 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

on all kinds of things like the availability of
what we think is an effective vacci ne and how mnuch.
My first thoughts about this cane when there was a
vacci ne shortage and | said, well, who do | want to
get it to first? And it was clearly in ny center
for a variety of reasons conmitted pl atel etpheresis
donors that we couldn't afford to take out of the
supply if, in fact, there was a lot of flu activity
in the comunity.

So | think they're the easy group. | want
to give it to everybody, you know. | think in ny
clinic we don't get consent for influenza vacci ne.
We sneak up behind ny patients and shoot them

[ Laught er.]

CHAI RVAN BRACEY: Question from Dr.
Sandl er .

DR SANDLER: Actually two questions, Dr.
Katz. Your third slide fromDr. Schwartz reads
that this is a disease that spread so fast that
resource sharing isn't going to work

It wasn't clear to me whether you accepted

that or not. 1'd suggest you don't accept it, and
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the reason | think that is things |ike vaccines
aren't the primary focus, it seens to ne, of this
committee. | think there are other people that are
going to worry about keepi ng peopl e healthy.

thi nk what we should be focusing on is very, very
specifically the blood supply, and if we're
thinking specifically of the bl ood supply, | think
resource sharing is the keystone of where we can
go, and | don't accept that premise of Dr.

Schwartz' presentation.

My second question relates to a
presentation yesterday which was the first tinme |
heard that there was a suspicion of sone
observations about prior epidenics of influenza
where there was a henorrhagi c conponent, and if in
fact, that is a fact, that would change sone of our
consi derations. |'ve never heard of anything and
there is nothing in my clinical experience that
woul d cause ne to even suspect it, and I'm
wondering if your commttee was aware of that, and
if there is any data that we could kind of put the

ki bosh on that, if | can say that?
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DR KATZ: Wth regard to resource
sharing, ny primary purpose of that slide was to
denonstrate where the conventional wisdomis at
this point. Wen you | ook at the 1918 pandemi c,
for exanple, decent data available, in fact the
spread was quite quick, and early on had
transfusion been widely available in 1918, | think
the possibility of noving product woul d have been
very real

This is why | think nodels are critical
What are the range of possibilities for how quickly
how many communities woul d be affected and what can
we do about it? And in fact, the
I nterorgani zati onal Task Force on Disasters is
really set up in large part on that nodel of
resource sharing and if it's feasible |I think that
that can be done through that group

As regards to henorrhagi c manifestations,
I think what was being referred to was pathol ogic
di agnosi s of henorrhagi ¢ pneunoni a, and how nuch
that per se would contribute to transfusion need,

don't know. |'ve never seen a high preval ence of,
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for exanple, DI C associated with influenza.

CHAI RVAN BRACEY: Question from Karen
Li pt on.

MS. LIPTON:. This really kind of a
response to Dr. Sandl er about the issue of resource
sharing. Wen we did our nodeling in the Disaster
Task Force for other types of disasters, we
actually ran nunmbers and figured out that we could
cope with two najor cities being down at the sane
time.

If you |l ook at the nodeling that they're
tal ki ng about here potentially hitting a place |ike
Washi ngton, D.C., LA, New York City at the sane
time, we would not have enough bl ood under a nornal
circunstance. So then what we have to do is | ook
at it and say, well, how nuch does the demand
actually drop in those places, you know, given
that, as Dr. Katz said, sone of these things really
aren't elective surgery.

| nean transplants take an enornous anount
of products and probably the biggest usage in our

country, and those are not really elective. So
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think that we do, Dr. Sandler, need to chall enge
the assunption that we can just nove things across
the country. | think we have sone good nechani sms,
but I think we need to--1 really think we need to
do a lot nore study about the nodeling and what

m ght happen as this attack rate goes throughout
the country.

CHAI RVAN BRACEY: There's--sorry.

DR. KATZ: Dr. Bianco just nmade a very
important point that | really hadn't thought about,
and the pace at which influenza spread across the
states in 1918 is well recognized and there weren't
any airplanes in 1918. So given the way we trave
now, mny suspicion is that resource sharing is going
to be difficult. | think the nodels need to tel
us that.

CHAI RVAN BRACEY: W th regard to that,
there are several questions. 1'd |like to nake one
comment, and that is that a real problem as we
experienced during 9/11, is the availability of
transport. Qur system now has been decentralized

and we're dependi ng on noving sanples fromPoint A
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to Point B, and | would think that finding assets,
particularly federal assets, mght be useful

I think we've |l earned from Katrina and
other disasters that relying on state support may
not be the answer. There may be sone federa
assets that would be hel pful. Has that been | ooked
at in the task force?

MS. LIPTON:. Yes.

DR. KATZ: Yeah, it's been tal ked about
several tinmes. Right nowit's probably not on the
top of our |ist because the nature of pandenmic flu
is substantially different than 9/11 or simlar
things and we don't think the inmpact on
transportation communication infrastructure will be
as gross as it was then. It will come up somewhere
in the plans at sonme point.

CHAI RVMAN BRACEY: Yeah. Again, one of the
things | was thinking about was perhaps related to
quarantine and | don't know if that would present
an i ssue.

Dr. Kuehnert, in essence, would there be

the potential for shutdown of transport between
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regi ons?

DR KUEHNERT: Possibly. | nean | think
that's something that, you know, we can tal k about
soci etal disruption and snow days has been
menti oned, and, you know, there is a gradation of
that from asking people to stay hone from having it
be mandatory, but that certainly needs to be
incorporated in the nmodels. |f you think about the
nost severe circunstances

CHAI RVAN BRACEY: Executive Secretary Dr.
Hol mber g.

DR HOLMBERG Yeah, Dr. Katz, | know that
we' ve had sone of this discussion on the phone and
you nmade a very good point about the nunmber of
i ndividuals that woul d be on ventilation devices.
| think that in comment with what was nentioned
about the henorrhagic respiratory part of a
potential pandenmic influenza, can you coment on
whet her or not that we could nodel in how rmuch
utilization could be anticipated for those people
on respirators?

DR KATZ: Yeah. I, in preparation for
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the work of the task force and actually for this
address, have tried to find sone credible

i nformati on about the incidence of red cell and

pl atel et transfusion in ARDS, acute respiratory

di stress syndrome, and | really can't find anything
that is terribly convincing.

There's a range of estimates froma few
percent to 25, 30, 40 percent, that | think
reflects the variation in medical practice around
the country, and in nmy own experience | woul d guess
that sonmebody with a respirator stay |onger than
five, six days, getting to a week and beyond is
goi ng to have sonewhere between a 20, 25, 50
percent chance of being transfused under current
appr oaches.

This gets in, as well--it doesn't nean
that's all appropriate transfusion, and this enters
very nicely into this issue of triage at the |eve
of the transfusion service which other clinicians
around the table can agree or disagree. | don't
think we're ready for at this point.

CHAl RVAN BRACEY: There are severa
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questions pending. 1'lIl try to take themin order
Dr. Ransey.

DR. RAMSEY: Jerry, ny question yesterday
about the henorrhagic conplications potentially was
actually with a reference to, if | nay be specific,
inthe spirit of Dr. Likos' historica
presentations yesterday, | would certainly defer to
the real virology experts here, but what | was
al armed about was the passages in John Barry's
book, to be honest with you, about the great
i nfluenza where there were descriptions of
henorrhage whi ch sounded |ike both epistacksis [ph]
and @ henorrhage, and there's a footnote in there
about whether this m ght been due to vascul ar
toxicity or platel et dysfunction

It sounds |ike fromyour comments on the
cases so far that that's not been an issue so | was
relieved that that doesn't seemto have come up in
the H6N1 cases to date. That's where | was comi ng
fromwi th that question

DR. KATZ: And | think the bets are off.

I don't know whet her the pathogenesis of H X and Y
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is going to be the sane as H3N2 and H2N2 t hat |
have any direct experience with. So, yeah, | think
this is why the nodeling is so difficult that we so
desperat el y need.

CHAI RVAN BRACEY: Dr. Epstein, you had a
question?

DR EPSTEIN. My point was addressed.

CHAI RVAN BRACEY: Okay. Dr. Sayers
Sorry. Dr. Pierce was holding. Sorry.

DR PIERCE: Lou, a question about
transm ssion. You've indicated that it's highly
unlikely in blood products. |s there any sera-preval ence
data of the popul ati on base that
supports that for any of the influenza outbreaks
we' ve had?

DR KATZ: | think actually you saw the
data. |It's the sane data that | was able to dredge

up and it's weak. So that's why | said probably

not. | don't think it's a major issue, but if I'm
wong, |I'lIl adnmit it, and | think that the studies
that Dr. Hewlett is proposing will go some distance

towar ds answering the question
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56

CHAI RVAN BRACEY:  Fol | ow up?

DR PIERCE: But what about just
hi stori cal sera-preval ence data from ot her
out breaks? So donors cone in, recipients receive.
During an outbreak, is there an increase in
anti body titre?

DR KATZ: 1've never seen any such data.

CHAI RVAN BRACEY: Dr. Sayers

DR. SAYERS: Thanks. This is going to
sound sel fish. Nonethel ess, at our blood center
whi ch serves a large netropolitan area where we've
had di scussi ons about our role m ght be should
there be a pandemic, the consideration is that it
woul d only nake sense to performresource sharing
if we could confidently predict that we were going
to be protected for one reason or another fromthe
pandeni c.

We don't think that that's at al
possi ble. So what we do assune, though, and
granted there are risks even in this approach is
that if there was evidence, say, of the pandenic

energing in Europe, then that mght give us a
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period of a few days during which we could
encourage the comunity to donate, thereby

bol stering the local blood supply to use during
that period of tinme that the pandem ¢ mi ght
subsequently hit.

DR. KATZ: | think that that is an obvious
solution with regards to red cells. To ranp
collections of red cells as we enter stage five,
stages five and six, | guess, of that tiered system
of alerts. For platelets, | think you and | can
agree that a five-day shelf life nmakes that a
difficult strategy to use effectively.

I"mnot sure that red cells are going to
be the major issue. |'mabsolutely certain
pl atel ets are going to be a problem

CHAI RVAN BRACEY: Dr. Wing

DR WONG I'mjust alittle concerned int
terns of the clinical manifestation of predicting
the clinical manifestations as best as we can based
on the experience in Southeast Asia that we have so
far and the deaths there.

The understanding that | had was that
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there's henpphagocytic syndrone associ at ed.

DR. KATZ: And | have no data regarding
transfusion utilization in hospitalized cases, any
activity since 1997. So | don't think we know.
I"mvery concerned. The conventional w sdomis,
well, there's influenza; there's not going to be a
| ot of transfusion needs. And | think that may be
a problem but certainly putting 800,000 people on
a ventilator in sone kind of a worst-case scenario
is going to consune products.

DR WONG Well, dealing alnopst daily with
henophagocytic syndrone from a hem ¢ vi ewpoi nt
personal ly, that inpacts your liver function, so if
your FFP and the DIC-like picture nay cone in, as
wel | as, you know, decreasing platelets and
af fecting the bone marrow s ability to nmake their
own cells. So you're going to inpact various types
of blood products that you' re going to need.

DR KATZ: Yeah, | agree.

CHAI RVAN BRACEY: Are there plans to study
the experience and the hematol ogi ¢ data of the

patients in Southeast Asia--
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DR KATZ: Well, |'ve started maki ng sone
inquiries to see if we can get that. |If you | ook
at what's been published so far, it's not
explicitly there, which doesn't nean that they
didn't transfuse, or that if they didn't transfuse,
that they woul dn't have had they been here where
availability is a different issue.

CHAI RVAN BRACEY: One of the groups that
we heard of yesterday and | think a point that you
made that's very inportant is the point of
conmmuni cati on because one m sstatenent can change
the entire picture, and we did identify that within
HHS there is a pandem ¢ conmmunication team and
think it would be essential for us in our
del i berations to consider whether sonmeone fromthe
bl ood industry or this commttee would be inserted
within that group.

Addi tional questions for--Dr. Ransey?

DR RAMSEY: Well, | guess we'll go on
through the day here, but just a couple of conments
as we go on. One was the possibility of recruiting

donors in an energency setting |like we have seen in
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ot her cases m ght hel p counteract sone degree of
shortage that we are seeing, that we would see

In other words, if this could be, from
just exactly what you were saying here, if there
are nessages ready in the event that the conmunity
woul d want to try to increase donor recruitment and
try to tap into donors that have not been donating
before, that m ght be sonmething we'd want to have
dependi ng on obviously the capacity in the bl ood
centers to do that, collect those collections.

DR KATZ: Right. | think that the thing
that blood centers do really well despite spot
shortages around the country is recruit donors, and
if I'"'mtrying to recruit donors during a critica
need |ike a pandemic, | don't think there's going
to necessarily be a shortage of willing people,
given that they're well, but at high attack rates,
and the possibility of deferrals and shortages and
what not, how effective it will be in terns of
product on the shelf, | don't know.

I think that those messages are sonething

that we can do extraordinarily well with what we
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know al r eady.

CHAI RVAN BRACEY: One nore comment. To
have effective comuni cati ons, we need information
regardi ng stockpiles or inventories. It's ny
under standi ng that wi thin ABC and perhaps ARC, that
there are mechani sms for determ ning current
inventory. Could you comment on that?

DR KATzZ: Wll, the Red Cross has a
single FDA license and what not. And a single
system Has a pretty good handle on their
inventory day to day for the obvious reason
They' re supplying customers and need to know where
the bl ood is.

ABC is little I ess detail ed perhaps, but
we use what's called the stoplight in which our
centers report on a daily basis a very sinple
i nventory neasure, red, green or yellow. Red being
more than three days supply, and--did | say red--green is
nmore than three days supply; red is a day
or less; and yellow in between. And it has tracked
very nicely over several years now what we hear in

terns of blood shortages and what not. It's
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reasonably effective and HHS has a systemthat
they're getting ready to roll out and, Jerry, |I'm
sure you can brief people on where that is.

CHAI RVAN BRACEY: Dr. Hol nberg

DR. HOLMBERG Yeah. Let ne just say that
we' re pleased to announce that we're going to have
our beta version rolling out pretty soon with sone
of our sites that have already been reporting to
us, and this is--1've seen the nodeling of it, and
it's going to be very effective

I think the benefit of both, of all of the
systens that you have nentioned so far are very
good. The only thing is that | think what adds to
the di nension of the HHS nonitoring systemis that
it will also include the hospitals and so that we
will get an idea of what is the supply, what is the
demand and it will have different capabilities of
being able to | ook at geographic |ocations and see
how t hi ngs are happening in those.

So | think collectively, we will be able
to get a very good picture of what wll happen.

DR KATZ: And as an exanple of how
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serious Jerry and his staff are, they' ve offered to
cone to lowa in February to show ne the systemfor
our center.

CHAI RVAN BRACEY: Dr. Kuehnert.

DR KUEHNERT: | just wanted to ask Dr.
Katz just a couple of questions about vaccination.
You know there is this sort of thought which seens
reasonabl e that, you know, donors are, you know,
good people and they want to help out and they'l
go and get vaccinated, but do we know if donor
vacci nation rates for seasonal influenza is any
different fromthe general population controlling
for, you know, the ages and ot her denographics and
the other question | had is what's the precedent
for blood centers to offer vaccination?

Has that been done before?

DR KATZ: Not to ny know edge. |'ve been
contenplating it since |ast year when there was a
vacci ne shortage, and | think the nedical directors
of the centers |'ve talked to think it's a decent
idea, but as | explained the liability issues are

occupyi ng sone adninistrators and bl ood center
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counsel

I have a very scientific survey of walking
through ny platelet roomfor about a week and a
hal f | ast nonth, and 80 percent of our platelet
donors had had or plan to receive flu vaccine, and
the N on that nust be Iike 60.

CHAI RVAN BRACEY: Dr. Fitzpatrick

DR, FI TZPATRI CK: Thank you. M ke
Fitzpatrick fromABC. Just to follow up on Dr.
Katz' comment about the nonitoring. Qur board
approved yesterday a new draft plan on nonitoring
that in the state of an emergency or a disaster or
at the request of the task force consolidates the
nmonitoring of our centers between oursel ves and
Bl ood Centers of Anerica, BCA, and consolidates al
those organizations so that in that event, there
woul d be reporting by all centers to a single
entity and | ogistical control froman inventory
coordinator froma single inventory coordi nator and
then policy managenent froma single policy
manager, all w thin ABC and BCA.

CHAI RVAN BRACEY: Thank you. Dr. Alter
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DR ALTER  Thank you. Harvey Alter, NH
Lou, | thought that was a beautiful summary. It
really was. Despite that, |'mnot going to cone to
lowa in February.

[ Laught er.]

DR KATZ: You ain't invited.

[ Laughter.]

MR. ALTER  But you underesti mated or you
downpl ayed the transportation problems, and | think
that that will be significant. | think it may be
nore so than 9/11 because it will be the entire
country, and you're going to have at least a 30
percent, if your attack rate is right, you're going
to have at least a 30 percent hit on all airport
personnel, pilots, et cetera.

And we' re highly dependent on this because
Red Cross and everybody el se is shipping everything
for testing to distance sites. Mnufacturers are
shi ppi ng everything everywhere, and | think it's
going to be very inportant to, one, not
underestimate it; nunber two, to have manufacturers

in early because as you're stockpiling Tanoxifen
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and vacci nes, you should be stockpiling test
reagents. And--

DR. KATZ: We're beginning the contacts
with the vendors. Wth regards to transportation,

I don't think that our priority list is in any way
carved in stone, nunber one. It's on the list. W
so far in the discussions |I've had with other
menbers of the task force, the designation of the
bl ood community in some sense is critica
infrastructure. W are hoping will finesse the

i ssue, that we will have access to, priority access
to transportation, recognizing transportation wll
be affected, but that we will have priority access
to what is avail able.

And that's agai n dependent on our getting
sone sort of designation fromHHS and on down the
food chain as critical infrastructure.

DR. ALTER  Just one other little point.
Were bl ood banks to have control of vaccine, this
woul d be an enornous incentive to getting bl ood
donors, but it would raise all the issues of

incentives. So it's a tricky--
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DR KATZ: It's very tricky.

DR ALTER  --tricky issue.

DR KATZ: And it's one of the reasons
used twice when | brought this up the term
"committed" donors. That we're thinking to avoid
that magnet effect, we probably will require sone
limtation that the donor has denonstrated an
interest previously in donating.

CHAI RVAN BRACEY: Dr. Kuehnert.

DR KUEHNERT: | just wanted to follow up
on Dr. Alter's conmment about the transplantation
issue which I think is inportant. These patients
get a lot of transfusions, and | just wondered if
there has been any di scussion that you're aware of
in blood centers in reaching out to transplantation
personnel as far as what they're doing in pandenc
pl anni ng?

DR. KATZ: It will happen. As you're
awar e because you're on the group, we haven't
brought themin formally yet because we were trying
to get a framework. Transplantation, trauma

there's a variety of groups that we think probably
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need to be brought in at sonme point.

DR KUEHNERT: You said the task force
level. | neant at the individual hospital |evel
I nmean | don't know if our AHA representative is
aware whet her within hospitals, whether there are
di scussi ons between transplant center personnel and
bl ood center personnel or with adm nistration?

DR SANDLER: |'m unaware of those
di scussi ons.

MS. LIPTON:. | could actually add
sonet hing. Just to tell you, AHA is on the task
force and so they are aware of these, and they have
their own plans and we're trying to make sure that
those are coordinated. So this issue would get
rai sed.

DR KUEHNERT: G eat.

CHAI RVAN BRACEY: Dr. Epstein.

DR EPSTEIN. Yes. Well, first, 1'd like
to echo Dr. Alter's comment thanking Dr. Katz and
this task group for a very coherent and
enl i ghtening summary of what we may face in the

bl ood systemand just to remark that anticipating
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recommendati ons of the conmittee, | think that we
need to identify the Interorganizational Task Force
and this subgroup as playing a national role in
prepar edness for the pandemc in this area.

CHAI RVAN BRACEY: Thank you. Speaker from
the floor.

M. ELIS: Yes. H. M nane is Bridget
Elis and I'mfromthe Plasna Protein Therapeutics
Association. | just wanted to address sonme of the
issues that Dr. Katz cited because the plasm
i ndustry was not recognized in this.

We just want to |let you know PPTA is aware
of the issues and we have read the President's plan
and fam liarized ourselves with HHS' plan. W' ve
also famliarized ourselves with what the bl ood
centers are doing and we do believe we have sone of
the same issues that will come up.

We need a heal thy donor popul ation and we
need a healthy workforce to ensure that our
therapi es get to those peopl e who need them

However, we do have different issues that may come

up.
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There's been a di scussion that there may
be a decrease in blood supply, a decrease in denmand
for blood supply, but we don't believe this would
happen for our patients who are using our
therapies. There may be an increase in demand for
those needs. So we need to make sure that nodel s
that we | ook at do have that entail ed.

W also--Julie reiterated--1 want to
reiterate what Julie said earlier yesterday about
us being included in a tier one vaccination process
because it's inmportant that our therapies are
available to all our patients.

CHAI RVAN BRACEY: Thank you. Ms.

Bi rkhofer, you had a comrent?

M5. Bl RKHOFER: No, sir.

CHAI RMAN BRACEY: That's it. Okay. Dr.
Bl oche.

DR. BLOCHE: Dr. Katz, could you speak to
what your task force has done and will or may do
with respect to principles and priorities for
rationing of the blood supply if these shortages

develop either locally or nationally?
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DR KATZ: | think that | kind of finessed
it alittle bit by putting one bullet point about
triage. But | think that as our discussions have
gone on over the last six weeks or so, it's very,
very clear that the potential to need--1 don't know
about require--the potential to need triage in
hospital transfusion services around the country is
a very real thing.

And at this nascent stage of what we're
doing, | think that the options will be relatively
limted that we'll be able to list. | think that
anticipating a consensus of my group is that we're
going to say to transfusion services that are
menbers of AABB that they need to have in place
prior to a pandemic a set of criteria of some sort
that they're going to use for triage, and we
probably need to assenble sone triage plans from
pl aces that have done it before for other reasons
and say here's the kind of structure that people
have found useful for other events.

DR. BLOCHE: So | take it fromwhat you're

saying that you'd be reliant on |ocal providers to
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make their own perhaps quite different decisions
with respect to rationing?

DR. KATZ: Well, it's really an
interesting question that gets to the core of how
we do business in American medical care delivery.
That's the nodel. Whether you're talking about
doi ng heart surgery or transfusing bl ood, for sone
reason, is that the doc makes a decision in
consultation with whoever he has to do it with, and
it results in enornobus variations in practice all
over the country.

I think there's a buzz word in devel oprent
of quality benchmarks in health care that reducing
variation is probably a good thing. Are we there?
Do we have any consensus around the country about
what are the appropriate transfusion triggers?

More perhaps than we did ten years ago. But they
are by no neans consensus.

And | think Art Bracey is or Jerry Sandl er
are probably far nore capable than | to talk to you
about variations in transfusion practice. Can we

tell people, no, you can't have blood? At the
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i ndi vidual hospital level, | believe that's true.
At that blood center |evel, probably.
Probably | can sit by the phone at mny bl ood center

serving 40 sone hospitals and say why do you need

those platelets; no, you can't have them

But | might be willing to do that and
sonebody el se may not. So the level of variation

related to the nature of nedical practice in this

country is huge.

DR BLOCHE: The nodel variation isn't

necessarily the nmodel with respect to some

al l ocated functi ons. For instance, there are

regional or national principles with respect to

organ al |l ocati on.

| do think I would caution, | think it

coul d becone controversial to say the |east, and

potentially even explosive, if in the event of

acute shortages, allocation or rationing were done

very differently fromdoctor to doctor, from

hospital to hospital. A nmeasure of due process in

this area, at least with respect to |large

principles, is | think essential
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DR KATZ: | think those are superb
poi nt s.

CHAI RVAN BRACEY: Yeah. | think that
speaks to what we have di scussed at the previous
meeting in terns of the need for a strategic plan
to address issues of availability. There are
nations, the UK has such a system such a plan
that's been devel oped and | think one of the
out comes of this, our deliberations, should be to
make sure that we are cut with a plan rather than
wi t hout one.

CHAI RVAN BRACEY: Dr. Roseff.

DR ROSEFF: 1'd like to reiterate what we
tal ked about yesterday. | think this is an
important tine to do that. | nean this may be the

inmpetus to let us go forward with that part of the
strategic plan and use this as an opportunity to
get together and not necessarily, as we tal k about
mandat e what you do in tines of blood shortage, but
have a plan and sone great guidelines that are sort
of universally available so that we can use these

| ocal ly.
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I'"m al ways very heartened to see when we
have a bl ood shortage how little bl ood people
really need, and | don't see that there are
probl ens associated with that. And I'mal so
unhappy when | hear that, well, we are cutting
pl atel et doses in our hospital, across the street,
they're using a dose of 10 randons as their dose.

We have to take this as an opportunity to
try to address some of those issues, | think

CHAI RVAN BRACEY: Thank you. Dr. Ransey.

DR. RAMSEY: A couple. Wiy we're talking
about inventory issues, | had a couple of other
t houghts as you were talking. One was the
possibility of stockpiling FFP in advance as an
out break woul d begin to occur, both fromthe
standpoi nt of a supply issue and the standpoint
potentially of the health of the donor and the
transm ssibility, but that may be secondary. But
that woul d be another opportunity to consider being
pr epar ed.

The other issue that mght nerit sone

thought froma regul atory standpoint woul d be
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contingency plans for |ooking at the outdated
pl atel ets, under what circunmstances the out date
could be extended in a real national critica
enmergency. | just offer that as a thought.

DR KATZ: Yeah, Alan WIlianms, Al an
WIllianms on the task force is in fact--there's a
draft guidance as you're aware for autonated
collection of platelets that has sone substanti al,
suggests sone substantial new restrictions, but
Alan is already |ooking at that plan which in sone
formthat guidance will cone out. Wether it wll
have the restrictions that are being tal ked about
is not clear at this point, but he's |ooking at the
pl at el et pheresi s gui dance with an eye towards how
woul d we change the picture in the event of a
pandem ¢

Di fferent donor deferral criteria perhaps.
He has nmentioned to me a seven day outdate instead
of a five day outdate now that we're doing
bacterial testing, those sorts of things. So we're
really looking forward to hear sone of Alan's

t hought s on those issues.
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CHAI RVAN BRACEY: Thank you, Dr. Katz.
That's a very clear and thought-provoki ng
presentation. Qur next presenter is Dr. Shiman
Zou. Dr. Zou is a Senior Specialist with
Transm ssi bl e--excuse ne.

DR. HOLMBERG | apol ogi ze for the
interruption. First of all, Dr. Katz, | do want to
thank you for your presentation and also | want to
thank AABB for taking the lead on putting together
this task force. This task force has been very
inmportant and | also want to invite you back to
address the conmttee in the future so that we can
get a better idea of where this task force is
goi ng.

| think that's it.

CHAI RVMAN BRACEY: Sorry. | was out of
pl ace there. Qur next presentation is actually Dr.
Philip Norris. Dr. Norris is Associate
I nvestigator and Director of |Imunol ogy at Bl ood
Systens Research Institute. He's a visiting
scientist with the d adstone Institute of Virol ogy

and I munol ogy. Dr. Norris will present to us
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today on Influenza Virus in Blood Donors and the
Potential Transm ssion Through Transfusi ons and
Transpl ant ati on.

DR NORRIS: GCkay. Well, thanks for the
i ntroduction and thanks to Dr. Hol nberg for
inviting me here to present today. This is an
interesting group and | think that this talk should
speak to a lot of the issues addressed by Indira
Hewl ett yesterday, and |I think that you'll find
that the plan studies that we have are
conpl enentary to what she and Dr. Alter are
pl anni ng.

So what I'mgoing to present is simlar to
what we presented at REDS-I1 working group which is
an NHLBI funded bl ood safety working group, and
we're working this project through an expedited
review process to performthe project as soon as we
can, and what we hope to do is, first, to find the
scope of the problemand that will open doors to
new research in blood safety and infl uenza.

So before | launch into what the scope of

the problemis | think we could just briefly go
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over a little basic biology about influenza, and

| ooking at the screen up there, it's difficult to
read what the witing is. But you see the circles
represent Influenza A, B and C, and we'll focus on
I nfluenza A on the upper left, and it's a segnented
genone with eight components.

The nucl ear protein which you can't read
up there is one of these conponents and each of the
genetic elenents is wapped around a nucl ear
protein in the virus, and the three conponents on
the left are all polynerases that are virus-encoded
pol ynerases important for the viral replication

There's a non-structural protein in gray
there as well, and that is inmportant for vira
replication and al so for imrmune evasion of host
i mmune responses, and then we get to sort of the
mai n event. There's the matrix protein which is
important in coating the inside of the viral capsid
and al so for adjusting the pH endocytic vesicle, so
what happens is influenza attaches to cells, gets
endocyt osed i nto an endocytic vesicle.

The pHis | owered through the action of
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pores created by the matrix protein. Then the
i nfl uenza can uncoat and mgrate to the nucl eus.

And then saving the best for last, there's
the HA and the NA so the hemagglutinin protein, and
what this does is it binds to sialic acid and it's
al so responsible for the host tropismof the virus
so we know that there's influenza that affects
avi an species, influenza that affects sw ne, and
i nfluenza that affects humans.

And the hemaggl utinin gene is responsible
for that, and what it does is it binds to sialic
acid that's bound to gal actose and there's an
al pha-2-3 linkage that is used by the hemaggl utinin
fromavian species. So the avian species prefers
to bind to a sialic acid that's attached to a
gl ucose via an al pha-2-3 |inkage, whereas the
human-tropic strains like to bind to a sialic acid
that's bound to a gal actose by an al pha-2-6
linkage. So these are the two different types of
| i nkages, al pha 2-3 and al pha 2-6

And very few nmutations in the

hemaggl uti ni n gene changes tropism and what's
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interesting is in swine, and this is the theory of
how viruses were passed at | east in the past was
that swine viruses or swine can host both types of
virus, the virus that prefers the al pha-2-3 or the
al pha- 2-6 |i nkages.

So for a long time, people thought that
t hese outbreaks came frombirds into swine and then
into people. Now, it's apparent through a |ot of
the recent transm ssion events that people can get
infected directly by avian viruses and we've seen
that in Hong Kong and throughout Southeast Asia
recently.

So it's possible that the reconbination
events between influenza fromavian and human
species can actually occur in people. So with that
I"I'l move on to a little nmore about influenza.
These are the history of the pandemi cs and you may
have seen these simlar slides in the previous
tal ks.

But it |ooks |ike each of these went
t hrough probably avian sources for the H2N2 and

H3N2 in between their human out breaks and HIN1, if
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you | ook at the phyl ogeny of the virus, the
sequence, the hemaggl utinin gene from HINL and what
they see is that it groups with mammalian viruses
and it groups very near the root of the tree
meaning that it's not very distant fromthe
prinmordial influenza viruses in people or in

swi nes, and dependi ng on how the analysis is done,
it groups as either a swine virus or a human virus
in the hemaggl utinin gene and that's the 1918
Spani sh flu, which had the extrenely high

virul ence

So it's interesting that it's slightly
different. It doesn't look as if it was from an
avi an source, that hemaggl utinin gene conpared to
other, the Asian flu, the Hong Kong flu, appear to
be of avian sources.

So the question that we want to address,
and | know this has been tal ked about earlier in
the conference, does virem a occur in |Influenza A?
So we do know that viremia is rarely detected
during synptomatic influenza infection. And in

fact, if a lot of cases are |ooked at, it's very
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rarely found. So there are plenty of studies
showi ng that none of 20 individuals have influenza
virem a.

These studies were typically done with
chick egg inoculation, so it's sort of an ol der
techni que of detection though there have been some
PCR studies | ooking for virema. That being said,
there are sone isolated case reports of virema
detected during synptomatic influenza infection

What's nore interesting and | think ']
wal k through in some detail is does virenia occur
during a pre-synptomatic or an asynptomatic phase?
And there is sonme thought that this probably does
occur. So one of the studies | wanted to present
in detail was done by Stanley and Jackson back in
1966. So this was a long tinme ago. 15 subjects
were infected by nasal challenge, and these were
actual prison volunteers who had volunteered to be
infected with influenza. It's not a study we'd
repeat today probably.

[ Laught er.]

DR. NORRI'S: But anyway, they vol unteered
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and they were infected. And a nunber of them-so
fromthese 15 people, they | ooked at bl ood and
nasal secretions and they tried to culture virus on
a Rhesus nonkey kidney tissue culture system It
wasn't a very sensitive system because only one
sampl e was positive. It was a nasal sanple, but

all the rest of the nasal sanples were negative and
the bl ood sanples were all negati ve.

And they thought, well, that's probably
not an accurate enough or a sensitive enough test
because six of the subjects did seroconvert after
nasal challenge. So they had specinens |eft over
fromfour of those subjects, not fromany of the
others, so of the four seroconverting subjects,
they had sanple |left over and were able to
i nocul ate an amiotic sac of a chicken egg, which
is a nore sensitive culture technique. And
interesting, of the four individuals that they were
able to test, all four had detectable virem a on
day one after chall enge

By day two, it had faded to half of them

and by day three, a quarter of themwere stil
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virem c, one of four, and they stopped | ooking at
that point. They didn't check again for another
week or ten days or so. So we don't know exactly
how long this virem a persists, but it's probably
in the one to three day range.

And that fits with what we've seen because
when peopl e becone synptonmatic at day three, we
really can't detect much viremia, so it's probably
in the pre-synptomati c phase, and of note the
person who was viremc for three days was actually
asymptomatic in spite of seroconverting. So people
can be viremic not only in a pre-synptomati c phase
but asynptomatic infection can also be viremc.

So this is the study we'd like to do as
part of the REDS group, and we'd be leading it out
of BSRI, but it would be part of the REDS ||
wor ki ng group. What we want to do is determ ne the
preval ence of Influenza A virem a or antigenen a
during periods of outbreak anong heal t hy donors.

And the other thing we'd like to do is
measure the relative sensitivity of RNA and anti gen

detection assays in different blood conpartnents.
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So the first part is getting the assays to work on
bl ood fractions. So the approved antigen or RNA
detection assays are all approved for use on nasa
secretions or oral pharyngeal swabs or some sort of
respiratory secretion because that's where they're
used in point of care diagnostics.

And none of them have been validated on
bl ood yet. So we started talking to the conpanies
that make the assays, in particular Gen-Probe and
Prodesa nake either a TMA or a PCR-based assays for
detection of influenza RNA, and they're both
willing to try to get these to work on different
bl ood conponents, and I'Il tell you a little nore
about how we plan to do that.

They' re worki ng i n-house right now just to
take the assays and get them working on different
bl ood fractions. Once they have their assays up
and running, we plan to spike influenza into
different blood conponents at our facility, send
them sanples in a blinded fashi on and conpare the
sensitivity of their assays for detecting

i nfl uenza.
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And | think this is a really a necessary
step to do before we start |ooking in the bl ood
supply. W really need to nake sure the assays
work, find out what their limts of detection are.
So that's the first part of the study is to
val i date t he assays.

The other interesting part of the project,
I think, is to translate detecting not only the
prevailing H3N2 virus in our own bl ood supply but
to be able to detect H5NL virus. Talking to
Prodesa, they have two different PCR assays, one of
whi ch detects H5N1, one of which does not.

So we would want to see how good are these
assays at picking up H5N1 virus? Now, of note,
these assays don't differentiate whether |nfluenza
Ais H5NL or not. There has to be a separate set
of priners to specifically amplify the H5
hemaggl ut i ni n.

So to do that, we have a coll aboration
with Dr. David Kelvin at the University of Toronto,
who is able to infect ferrets with HS5N1 and

| ongi tudinally neasure the virus in each of the
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bl ood conponents to see if they also have a viremc
phase whi ch we do suspect they wll.

So for the detection of Influenza A |
have nentioned the techni ques have inproved since
chick egg inoculation. PCR is reportedly nore
sensitive. | can't tell you exactly how much nore
sensitive. The folks at Prodesa were supposed to
get back to nme on that, and | haven't heard from
themyet, but they do tell me it's nmore sensitive.

And | think our planned studies will help
answer that question. Then PCR and TMA are highly
sensitive and specific. Direct antigen detection
is also possible, but as I'lIl show you, it's |less
sensitive than the RNA detection assays.

So Gen- Probe gave us sone data. This is
published on their Wb site. O Influenza A, TMA
specificities, they | ooked at a nunber of different
viruses. | don't have a |l aser pointer here, but I
can tell you the big box on the left there are al
vi ruses that--adenovirus, human coronavirus, peri-influenza,
RSV- - none of these canme up positive on

either their Influenza A or Influenza B TMA tests.
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The box, the snmaller boxes, there are
about four or five viruses there on the lower left--are all
Influenza A and they're all positive on
the Influenza A test, and unfortunately the slides
are a bit small; you can't see themthat distance,
and then finally, the bottomtwo viruses are
I nfluenza B, which positive in Influenza B but not
on Influenza A tests. So there's good specificity
of this assay using the panel of viruses that they
have publi shed.

This is unpublished data from Gen-Probe
just showing the sensitivity limts of detection,
and | ooking at 250 copies per nml is the | owest copy
nunber that they've used, and they get a positive
signal with down to 250 copies per m of Influenza
A

BD is a conpany that nakes direct antigen
tests. So Directigen EZ, the sensitivities you'l
see is alot lower. |If you can read the nunbers
there, the ten to the fourth, ten to the third
range, one of the sanples was detectible at al nost

ten to the third and ten to the second range.
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So the antigen sensitivity is less. The
reason we want to | ook at antigen or at |east
antigenem a as opposed to just virema is it's
possible that there will be nore antigenem a than
viremia. So that might actually conpensate for the
|l ack of sensitivity to the antigen assays. W may
actually pick up a few people with antigen that we
woul dn't otherwise if we were just using a PCR or
TMA based assay.

Finally, these are |ooking at ani nal
strains so the BD test also detects various bird
flus and swine flus, so that's what delineated
here. So there is good specificity for aninal
strains as well. Now, I'mgoing to shift gears a
little bit and tal k about the ferret nodel of avian
i nfluenza that's being worked on by Dr. David
Kel vi n.

So what he's done is infected ferrets with
H5N1 virus. It's a Vietnamisolate. And what he
found was that the virus was widely dispersed in
ti ssues. He has not |ooked in blood yet because

the original experinents they didn't get bl ood.
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But what they find in their nodel is that
at seven days there's 100 percent nortality
infecting ferrets with the avian influenza, and
this is the clinical course of a ferret that's
infected with avian influenza.

There's weight | oss that's progressive
over the seven days. These end at day six because
at day seven all the ferrets had died. They get a
fever early on and then it spikes down to | ower
tenperature in a pre-norbid state by day six.

The pat hol ogy of this, the top shows nice
healthy lungs froma control ferret, and there's a
progressive henorrhagic infection. Day two, four
and six are pictured here, and you can see there's
i ncreasing hemorrhage within the lung tissues in
each of those days.

And they did, while they have not tested
bl ood directly yet, they have | ooked at a nunber of
ti ssues. The black bars here are nasal trachea
aspirates. The white bars are lung. The gray
bars, the darker gray is brain, and the lighter

gray is spleen. So we can see that there is virus
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detected in all of these various tissues inplying
that the virus is widely dissenmnated and it's

al mrost certain there is a virem c phase in these
ferrets in his system

And finally this segues a little bit into
some studies we would like to do if we do, in fact,
detect virem ¢ donors, and |I'm an inmunol ogi st.
I'"ve worked nost of ny background in HV
i mmunol ogy, but what we'd like to do is see is
there an i mune predictor of how people will do a
priori when they present with influenza.

So | ooking at the blood bank nodel, it
gives us the unique opportunity to capture people
in the pre-synptomatic phase. |If we can detect
antigen or RNA before they know they're infected,
we can then look at themat that first tinme point
and say are these people going to go on to live,
are they going to go on to die, and what defines an
ef fective i mune response?

One of the interesting things | think
that's comng out is the T-cell response agai nst

i nfluenza virus. |n our vaccine devel opnent, we
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al ways focus on antibody, eliciting antibody to the
prevailing strain, we try to nmeasure which

hemaggl utinin nmolecule is out there, which H and
which N, and then we try to tailor our vaccines to
t hat .

But if we could make a T-cell vaccine to
nore conserve regions of the virus, can we then
prevent sone of the pathology or prevent nortality
that's seen with influenza? So one of the things
we hope to do is if we can capture these people
early, we can then |ook at their T-cell responses
agai nst the whole virus and say, well, these people
that went on to do well actually had a very robust
T-cell response at the tine of their infection
i mplying that prior infections are vaccinations had
elicited this.

And what we're showi ng here on this slide
is looking at intracellular phosphorylation of sone
of the proteins, of one of the proteins that's in
the T-cell activation pathway, and we see that
there is i Mmense i mmune activation going on even by

day two after infection, which actually fades by
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day six. So day four, there is sort of this peak
of the i mune activation, which then fades by day
six in these nortally infected parrots--1"msorry--ferrets

So what do we plan to do in the short run?
What | was discussing with the i mune nmonitoring is
sort of a second phase of the study, so what we
intend to do to address the issue of virem a
prevalence is to try to detect RNA and antigen in
bl ood donors during periods of epiden c outbreaks.

So, we're fortunate in that the REDS
wor ki ng group has nmade a repository. |It's called
t he--oh, boy--RADAR--thank you. | was trying to
deci pher the acronym It's the REDS Al l ergen Egg
Donor and Reci pient Repository. It's quite a
mout hf ul

But anyway, the RADAR repository is unique
in that it has donors and recipients. W're not
using that part of it. They also have a number of
unl i nked donor sanples and they have donor sanpl es
that are linked by zip code. So with that

i nformati on, we can then go back and | ook at time

file:///C|/JANUARY/0106DHHS.TXT (94 of 338) [1/10/2006 3:43:45 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

peri ods so we know when each of the sanples was
frozen down. We know which zip code it was
collected in.

And then we can look. |[If you look at this
graph, you can see there is a base |evel of
i nfluenza activity and then we can | ook at certain
years, 2004 is the second to |ast year listed
there. See, there's a big spike in nortality and
this is influenza pneunoni a associated with
nmortal ity which--that excess nortality is al nost
all due to influenza or influenza and secondary
pneunoni a.

So we can look at periods like this in
coll aboration with the CDC. W' ve been working
with Anna Likos to really look at a fine |evel
where is influenza breaking out and when. Now, we
can go back to this repository which spans all of
these years, and go back and say, okay, this is the
zZip code and this is the tine when there was high
i nfluenza activity. So we want that 30 percent
attack rate tine.

We want to | ook at the very highest tine
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because we know that the virem a period is short,
so to detect any appreciable levels of influenza in
the virus, we're going to have to target the very
hi ghest levels of influenza activity and with a
conbi nation of the REDS repository and the CDC s
cooperation, | think we'll be able to do that.

This is a map showing at a gross | evel
where influenza is breaking out in the week endi ng
Decenmber 6, 2003, and you can see that there are
these red zones. W can get nuch nore detailed
information fromthat from Anna who is here at the
meeting and conbine that with our repository data
toreally target the right specinens.

So | think this is going to be key to
completing this study and |'ve gone through here
and |isted each of the sites that's in the REDS
repositories and you can't read that fromthere
probably, but there is the Chesapeake Red Cross,
Sout heastern M chi gan Red Cross, Southern
California Red Cross, our own cited blood center is
the Pacific, Cklahoma Blood Institute, Institute

for Transfusi on Medicine in Philadel phia, and
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Fl ori da Bl ood Servi ces.

So anyway | ooking at those and goi ng back
to those gross maps that we had the slide before,
we were able to correlate which weeks during each
of the years where there was outbreak activity. So
this is just showing that we have the data and the
ability to target the bl ood supply once we get the
assays optim zed fromthe commercial nmakers of the
assays.

Qur sanple size that we anticipated
studyi ng was a thousand patients. And if there's a
two percent preval ence of influenza during these
out break periods, which is not a horrible estimte,
we woul d expect to see 1.23 to 3.07, 95 percent
confidence intervals around that two percent.

So we're hopeful that we will be able to
detect influenza if it exists, and we're also
hopeful we don't detect influenza for the sake of
the bl ood supply.

So in conclusion, virema |likely occurs
during a pre-synmptomatic Influenza A infection, and

| have focused on Influenza A here, but | should
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mention there are docunmented cases of Influenza B
causing virenma as well. Because it's not quite as
serious a disease, the manifestations of Influenza
B, | really focused on A

But what we find for A probably wll
translate to B. The incidence of virem a during
i nfluenza outbreaks is really unknown. People
haven't | ooked in a systematic fashi on, and now we
have the tools that we can address this question,
whereas we really didn't until quite recently.

If we do detect appreciable Influenza A
virema, | think that will have inplications for
bl ood safety and will raise a nunber of questions
that | think we'll discuss here, and if we detect
donors who are viremc, | think we can certainly
study the donors to see how they do. That will be
easy.

Studying transmission | think will be nuch
more difficult. There will be a lot of ethica
questions. | think we'll have to interdict those
units. So it will be difficult to design the study

in humans to determ ne whet her transm ssion of
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Influenza A virus occurs and | think that's where
Indira and Harvey's studies probably will be very
hel pful to us.

And | think the other thing that we
haven't tal ked about a lot is the ability to detect
H5N1 viruses could present a valuable public health
nmonitoring tool, and we've been in contact with the
Deputy Director of the National Blood Bank in
Vi et nam whose eager to collaborate. |If we can get
our assays adapted to bl ood as we are, they have
repositories of 30 to 50,000 patients per year from
the Hanoi area and al so out in the countryside
where people are living with the chi ckens.

And we can then | ook at that bl ood supply
to see is there H5N1 in that bl ood supply which
think woul d have real inplications for the U S if
the pandemic noved to here. So | think we have an
opportunity to | ook not only at domestic influenza
and safety and transmssibility but also at the
avian influenza in the human bl ood supply.

So with that, I'Il end, and take any

questions if there are any.
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CHAI RVAN BRACEY: Thank you, Dr. Norris
Questions for Dr. Norris? Dr. Sandler

DR. SANDLER: One of the very inportant
i ssues is the one that you say you'd have such a
difficult time evaluating which is is the virus
which is present in an asynptomatic donor
transm ssi bl e by bl ood?

DR NORRI'S:  Uh- huh.

DR. SANDLER: And |I'm just wondering why
would it be so difficult to get sanples from
reci pi ents of persons who donated bl ood who were
infected? It seens to ne if there's 100 peopl e who
are infective and they donated bl ood and you
coll ected 100 sanples fromrecipients who got their
bl ood, you woul d have sonme information and |'m
trying to figure out why that key issue can't be
sonehow or other included in your study?

VWhat we were tal king about yesterday was
the inportance of not having to put in barriers to
donation so the issues is really a key issue for us
to | ook at.

DR. NORRIS: Yeah. | agree with you. |
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think the trouble, why is influenza nore difficult
than say H V where we can go back to these
repositories like the RADAR and say there is |inked
donor and recipient sanples? WelIl, the influenza
is transient so it doesn't stick around like HV or
hepatitis, you can go back and find it in the
recipient still. And if the recipient has positive
anti bodies to influenza, well, did they get that
fromthis transfusion event or was it transm ssion
in the comunity, which is also, you know, during
out break periods is intense.

So |l think it's difficult to do using
existing repositories with any degree of certainty.
I nmean | guess you could statistically | ook and see
do these recipients have higher influenza rates
than ot her people that were in the hospital at the
time, but | think to get a concl usive transni ssion,
to really publish this in peer review and convi nce
ourselves that influenza is or is not a threat to
the bl ood supply, | think you' d have to denobnstrate
in a prospective fashion that there's transm ssion

And the trouble with that is if you
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identify people with influenza in their virus, you
probably wouldn't want to transmt that--or
transfuse that into people knowing that there is
influenza in there. Even though we don't test
routinely now, if we did in a research protocol, |
think it would be very tough to get by an IRB to
say we're going to put this in anyway and see what
happens.

So we can't do that. So |I've been
t hi nki ng about this a | ot and one of the things we
could do is not look in the donors as current
standard of care, and just prospectively test for
virem a two days after transfusions in recipients.
I think that's a study that probably coul d be done
and then go back and test the donors using aliquots
that are left over.

CHAI RVMAN BRACEY: Dr. Fitzpatrick has a
quest i on.

DR FITZPATRICK: It's a great talk and
fits in very well with Indira's talk from
yesterday. | just wondered what the publication of

CDC s public health research protection guide for
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public coment that cane out last nonth, if this is
an opportunity for the conmittee to work with Dr.
Kuehnert and for this comrittee to have input to
the |l ong-range plan on that research guide to
include the studies that Indira has tal ked about
and studies that Dr. Katz tal ked about to provide
funds and work with CDC to develop a format and a
process for including the things that we' ve tal ked
about here that are needed for the bl ood supply
into that guide that CDC i s now working on?

CHAI RVAN BRACEY: Dr. Alter.

DR. ALTER Yeah. | had gotten up and
then sat down agai n because Phil answered all the
questions that Jerry--your answers are exactly what
I wanted to say, but the only way you could do what
you' re asking, Jerry, would be a prospective study
and we have one ongoing called TRI P study, where we
have the saved donor sanples and we have recipi ent
prospective foll ow up

The problemis the likelihood of finding
in the small nunbers that we can follow, the

i kelihood of finding a positive donor is |ow, and
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using up the precious sanples to look for it is
risky. So we may do that, but |I'mnot sure that
we're going to find anything.

DR NORRI'S: | have one nore comrent on
that. To do a prospective study, | think you'd
have to really target turning on the study to make
sure it coincides with the tine when influenza is
really breaking out. So again, we have to have the
CDC really closely involved sayi ng okay, now you
can turn it on in this area

And recogni ze, if influenza is transnmitted
by bl ood transfusions, it's obviously gone
unrecogni zed, and that's not surprising. | as a
clinician had a case of TRALI but didn't know what
it was. W had a person who as transfused and had
pul nronary edema, young heal thy guy who had head and
neck surgery, and, you know, we did a
echocardi ogram and all sorts of cardiac stress
tests and everything was fine.

So | think it again nay be sonething that
is occurring. People with bone marrow transpl ant

who get a transfusion, have a fever a coupl e days
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later, well, was that influenza? W would never
know because it's not something we [ ook for

So | think we would need to do it during
periods right after an influenza outbreak in a
prospective fashion.

CHAI RVAN BRACEY: Dr. Kuehnert.

DR KUEHNERT: | just want to make a
general comment. | think that really speaks to the
need to incorporate recipient surveillance when you
have a situation of an adverse outcome and it's not
fully explained, to broadly consider possibilities,
and one of themif the season is appropriate would
be influenza. So you know | think all the
prospective studies we're tal king about | think are
really good ideas but also just thinking nore
broadly about surveillance strategies, that woul d
be sonmet hing that coul d be consi dered.

CHAI RVAN BRACEY: Dr. Epstein.

DR EPSTEIN. | was having a simlar
t hought which is post-donation information is
another way to get at the potentially exposed

recipient. You get a call back that the donor got
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sick, sounds like influenza, maybe there's a
confirmatory test on nasal swab, and then you | ook
at the recipient.

DR. NORRIS: That's a good idea

CHAI RVAN BRACEY: Thank you, Dr. Norris
Any ot her questions for Dr. Norris? Dr. Epstein?

DR EPSTEIN: You drew attention to the
ferret nodel which is, of course, a well-established nodel
for infectivity of influenza, but
I wondered if you m ght conment on the devel opnent
of the primate nodel and the potential advantages
of the primate nmodel ? For instance, in |ooking at
the natural history, humans don't have 100 percent
mortality, so you would think that there's a
difference then in the i mune response.

Humans don't seemto have predom nantly a
henorrhagi ¢ pneunonia. Ferrets invariably have a
henorrhagi ¢ pneunpbnia. So the ferret mght not be
the right nodel to | ook at the inmune response or
per haps al so not appropriate to study the
transm ssibility.

But on the other hand, the prinate nodel
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is much |l ess well devel oped. So have you had any
t houghts about the relative nerits of the two
nmodel s?

DR. NORRIS: | have ny own hiases about
the nodels. | come froman H V background where
there are really pretty good primte nodels, but I
work only in humans for the nost part, so, you
know, | think that the ferret--1 think the prinmate
model probably will be better than the ferret
nodel , but | think the real nodel that we want to
study is the humans.

So what we would like to do is
prospectively capture folks and we're trying to
build collaborations with the folks in Viethamto
| ook at avian influenza.

I think the primate nodel is certainly
worth devel oping and Indira's project is
interesting. | would be supportive of that. But |
think to really get a good idea whether it be
vacci nation or |ooking at imrune responses to
determ ne what's good and what's bad, each of the

species are different enough that | think you
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really need to ook in humans, but that's nmy own
bias. |1'll certainly say that.

CHAI RVAN BRACEY: Comment from Dr. Katz?

DR KATZ: |'mKkind of interested in,
there's a lot of focus on H5N1. And | don't think
we know whether H5N1 or HXNY is the next one, so
tell me what you think we learned fromstudies with
one strain and how in any way we generalize that to
other strains? And one technical question, in the
ferret nodel, was it positive sense or negative
sense RNA bei ng detected?

DR. NORRIS: Ckay. So two questions.
I"l'l go to the second one first. | don't knowif
he was detecting positive or negative sense, so
that's an easy one.

And the second one--what was it?

DR KATZ: How do we generalize from H5NL?

DR. NORRI S: Yeah, how do we generalize?
Well, that's a good point. | nean | think it's
very difficult to do that, and we don't know what
the next strain is going to be, so | think we know

that H5N1 is out there and it's caused a number of
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human i nfections. So that gives us the opportunity
to study it.

And | think that probably what happens
with HS5N1 is going to be nore sinilar to a bad
pandem ¢ than what we currently have with the H3N2
infecting humans. W intend to study both and
that's what we'll do, and whether it will be
translatable, | don't know, but | think it wll.

I nmean influenza varies in its degree of
pat hogenesis, but it is the sane virus with a | ot
of the proteins are conserved, especially the
i nternal proteins anongst these different viruses
so | think we will see, for exanple, T-cell immne
responses to internally conserved proteins.

I think there will be a |ot of
translatability to that and sone of it will not be
transl at abl e when we get the new pandem c what ever
it may be.

CHAI RVAN BRACEY: Thank you, Dr. Norris
VW will take a 15 minute break and reconvene at 20
after the hour.

[ Recess. ]
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CHAl RMAN BRACEY: 1'd like to resune the

presentations. The next speaker is Alfred DeMari a.

Dr. DeMaria is the Chief Medical Oficer and the
Director of the Bureau of Communicabl e Di sease
Control and State Epidemn ol ogist with the
Massachusetts Department of Public Heal th.

Hello. W're trying to reconvene here.
Dr. DeMaria's responsibilities incorporate nmedical
direction, consultation, conmmunicable di sease
surveillance and control, as well as bioterrorism
preparedness and a wide variety of dealings in
i nfectious diseases.

Dr. DeMaria will speak to us today on
State and | ocal Preparedness for an Influenza
Pandem c.

DR. DeMARI A: Thank you. Thank you very
much. Good nmorning. And | appreciate the
opportunity to speak on behal f of the Council of
State and Territorial Epidemologists who are in
nmost cases taking the | ead on pandem ¢ pl anning at
the state level, and |I just want to cover sone of

the things that are going on at the state, |ocal
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and federal |evel, because | think |I've been sort
of surprised in preparing for this howlittle is
going on in terms of the blood collection agencies
in collaboration with local and state public health
around the planning in nost states, and | think
that's somet hing that needs to be addressed.

We have been working on pandem ¢ pl anni ng
in Massachusetts for the last ten years, and
think in nmost states, it's been a nunber of years,
but obviously with all of the attention now towards
avian influenza in Asia, things have really picked
up obviously. So you know | think it's time for
the bl ood coll ection agencies and the health care
facilities--1 think alittle--there a |lot of things
that are going on in terns of HRSA funding to get
health care facilities prepared for energencies,
bioterrorismoriginally but pandem c influenza now,
that need to be addressed.

So | just want to briefly review sone of
the issues that we're facing, and | think |I'm not
going to spend too nuch time on this or any tine at

all, but basically say we tend to think that a
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pandemc is inevitable. | found ny slides, ny
i nfluenza and pandem c influenza slides from 1980,
and | could still use themtoday to tal k about
pandem ¢ i nfl uenza.

So | think that there's been a | ot of
refinement, but the bottomline is it's in the
nature of Influenza A viruses to cause pandem cs as
it is to have antigenic drift and to change from
year to year, and that it's very different from
SARS or other things we were planning for, for
exanple, smallpox, in that the serial interval for
transm ssion in the community is two to four days
because the incubation is two days.

So the rapid spread neans a | ot of people
get sick very quickly and are very infectious, not
only when they get sick maximally, essentially when
they get sick, but even before they get sick

So it makes quarantine in terms of
i dentifying people exposed and quarantining them
probably not sonething that's not very effective

The other thing is that there is no set

way a pandemi c occurs. We've had three pandenics
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in the 20th century. There were presunmably--there
seemto have been three in the 19th century. When
two out of three people who died died of an

i nfectious disease, you probably wouldn't notice
too nmuch that there was an influenza pandem c, but
in point of view, it does seemto occur every 20 to
40 years, and each pandem ¢ has been different.

In 1918, it was differential nortality in
the 15 to 45 year olds, and overall a two to four
percent nortality rate, population nortality rate,
whi ch was an enornous nunber of peopl e obviously.

But then if you go to 1968, it was really
ordinary influenza the way it behaved. The curve,
the case fatality curve by age coul d have been 2003
or 2004 basically differentially affecting the very
young and the very ol d.

In 1957, it was peculiar but peculiar in
that it differentially affected chil dren under one.
So whatever the pandem c does, it can do it in a
variety of different ways. That makes doing the
projection--1 mean people really get into nunbers,

but doing the projections, they're very broad
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paraneters, and you can see fromthe CDC and these
nunbers have changed many tines, and whether it's
9,348 or 6,937 is not going to make mnuch
difference. 1t's bad.

A pandenic is bad whether it behaves |ike
1918 or 1968, and the other point, although we're
focusing on H5N1, it was brought up a little while
ago, you know, | think I can nmake a better case
that H/N7 is going to be the pandem c strain
because that's even nore adapted to hunman
infection, although it caused nmild infection in the
Net her | ands.

Al'l of these viruses circulating all of
the tinme, and avian influenza is sonmething that's
very, very conmon worl dwi de in birds.

And H5N1 | know, you know, obviously this
is what has focused people's attention, and we have
to differentiate between avian influenza and
pandem ¢ i nfluenza. They are two separate things.
Avi an influenza is a disease of birds that
occasionally affects humans. It's fairly easy to

deal with although | think the public reaction
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woul dn't be easy to deal with if we had a case in

the United States.

In point of fact, it doesn't present a

significant public health danger, whereas--and we

can handl e as indicated on this slide--whereas,

pandem c influenza is human influenza that is

hi ghly adapted to spread in humans and that's the

whol e point of the pandenic.
So we're really | ooking at the
possi bility, and when you | ook at |nfluenza A

viruses, all of themcan infect birds. So in a

sense, all Influenza is avian influenza and j ust

sone of the strains are adapted to humans.

So when we do our planning, it's basically

pl anni ng for an overwhel ming epidemc that wll

occur simultaneously across the world and across

the country, and obviously one of the big issues

will be the demand for health care which has

changed over the years, and, you know, | renenber

years ago when | was in practice, you go see a

patient in the norning and you say, well, you're

doing very well, | think you can go hone today,
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they say, well, you know, | don't really--can |
rest for a few nore days, and you say okay, you can
stay. That doesn't happen any nore, people have
moved in, noved out, and there's no surge capacity
in health care delivery system and there is no
outside help in a pandem c, so you can't wait for
hel p--you know, in Massachusetts we can't wait for
the Kansas National Guard to conme and hel p us
because they're having the pandem c at the sane
time.

So key to the planning has to be
consideration that this is going to be overwhel m ng
regardl ess of how severe the actual strain, how
severe di sease is caused by the actual strain that
causes the pandemic, and that there is going to be
no outside help, and there could be up to 35
percent absenteei smover a 12-week period, let's
just say. In a wave of pandenmc influenza, there's
going to be a tinme where up to 35 percent of people
are going to be out of work, either because they're
sick or their famly menber is sick, or they're

afraid to | eave the house because this is al so
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going to be the first pandem c on 24/7 news
cover age

So there's going to be this persistent
constant coverage of this, and it's not going to
be, you know, how the brave and heroic public
health people are doing their job; it's going to be
i ke people dying and peopl e |lying outside of
ener gency departnents.

So all this planning has to take into
consideration that that's the reality of what
happens now, and we've seen it a number of tines
with West Nile and white powders and so forth. And
that the public systens are going to be inpaired so
we're not going to have enough police, we're not
goi ng to have enough fire.

Heal th care personnel obviously is going
to be a big issue. As the denmand goes up, there's
going to be fewer people to take care of the
patients, and then we live in a just-in-tine
econony, and it's really the first pandemc that's
occurred in this kind of setting where everything

is delivered in a just-in-tine way, so that when
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you get a hurricane in Mam, even though it didn't
cause a |l ot of physical disruption, it caused a | ot
of disruption of the inventory systemso that the
store shelves are enpty, the drug stores are enpty,
health care supplies aren't delivered to health
care facilities, so that has to be an inportant
consi derati on.

So a lot of what we're doing now has been
shifted fromsort of sinmplistic, you know, how are
we going to take care of people on ventilators to
how we' re going to have continuity of operations of
state agencies, the private sector and so forth, in
the face of the demand presented by the pandem c,
which | think is the major issue in terns of blood
col l ecti on because donors are going to be sick,
workers are going to be sick all simultaneously and
we have to nmintain essential services.

And as | said, you know, | think it's
amazing to ne, and | started to neet with our |oca
bl ood coll ecti on agency and attendi ng their medica
advi sory neetings, and how little that

consi deration has entered the planning so far in
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terns of this essential health service, providing
bl ood.

So we're at pandem c stage three, and
we're looking at various elenents in a pandemc
plan, and | think that every state has pretty nuch
now posted their pandemic plan. They're trying to
track the federal pandemic plan. Utinmately they
all have to agree because we can't have a different
approach to pandenic influenza in one state versus
another, and there are essential elenents to these
pl ans, and key el enents are how we're going to
mai ntain societal function in the face of
absent eei sm and how we're going to take care of the
peopl e who are going to require care at the sane
time reducing transm ssion of virus in the
community because that's another issue.

And because of the nature of the influenza
virus, and there are two excellent reviews by WHO
inthis nmonth's Energing Infectious D seases, that
really tal ks about what information we have about
non-vacci ne, non-antiviral approaches to influenza

and | can tell you they don't--you wouldn't be
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ent husi asti ¢ about, you know, after |ooking at what
the data are about what we're going to do with
i solation and quarantine and those kind of
interventions that we use with SARS to sone effect,
but influenza is a very different disease than
SARS.

The vaccine has to be matched to the
strain so no matter what we do now, there's not
goi ng to be enough vaccine for four to six nonths.
It's going to be available slowy, and if the
pandem ¢ happens before the next five years, it's
goi ng to depend on an egg-based production system
for vaccine. The vaccine that's already been
devel oped is 12 tinmes | ess potent than ordinary
i nfl uenza vacci nes, so the supplies are going to be
limted, if that's what we're left with having.

And we're al ready dealing now, we're
havi ng these public participation processes, to get
the public to understand how we would prioritize
vacci ne, but in a sense, the vaccine is going to be
anticlimactic because nbpst of us are going to

experience the brunt of the pandenmic before there's
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a vaccine available, and | think we need to have
that in our consideration. Unless we're very
lucky, and there's enough advance warning, it's
al ways going to |lag behind the response.

So the response plan has nmultiple
components prior to vaccination, and that's
mai nt enance of health care. Doing what we can with
antivirals. There's never going to be enough
antivirals. There's a |lot of nmgical thinking
about antivirals. | think if they were so great we
woul d have been using thema |lot, you know, up til
now we haven't. So but | think they're critically
important and critically inportant to use correctly
interms of tactical and strategic use of
antivirals.

So that needs to be devel oped. People, if
you're going to take themfor prevention, if the
plan is you' re going to protect your staff and
bl ood collection sites by treating with them
antivirals, they're going to have to take their
antivirals every single day while they' re exposed

and not mss because the irony is if they miss a

file:///C|/JANUARY/0106DHHS.TXT (121 of 338) [1/10/2006 3:43:45 PM]

121



file:///ICI/JJANUARY/0106DHHS.TXT

122
coupl e of a days, and they're exposed, they m ght
have attenuated influenza, they're going to be
i nfectious, but they're not going to be
recogni zably sick with influenza.

So it might actually present nore of a
danger rather than | ess of a danger, so we need to
sort of refine what we're doing here, and | think
the industry needs to get on board in terns of this
planning in terns of what it means, in terms of
busi ness continuity.

The other thing is using the CDC s flu
surge software to do protections, and again | don't
think the nunbers are inportant, but the shape of
these curves | think are very inportant because
this sort of |ooks at what woul d happen in ternms of
inpatient care, that there would all of a sudden be
a surge in patients related to influenza

We woul dn't sort of recognize that for a
few weeks, so we woul dn't be reduci ng ot her
hospitalized patients by canceling elective surgery
and so forth for alittle while, so | think we have

to recognize. And then there would be a peak and
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there woul d be a significant decrease in the nunber
of patients hospitalized for non-influenza reasons,
but then there's going to be--they're going to
surge back again after the first wave of the
pandemni c.

So | think in terns of |ooking at the
bl ood supply, planning has to take into
consi deration sort of this curve and the shape of
the dynam c here because the demand for blood is
going to be related to not only the fact that
there's going to be a ot of people with influenza
and who are going to have conplications that m ght
require transfusion, but that elective surgery is
going to go down, but that elective surgery is
going to have to be made up and sonme of the things
that are going to keep going on, for exanple, bone
marrow transpl ants and so forth are going to have
to keep going on. The demand for bl ood under those
circunstances is going to continue.

What we're doing for the public is
basically what we did around SARS. | think we have

nore enpiric evidence that it does have an i npact
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to do these things, so it's not only that our
not hers told us to wash our hands and cover our
nose and nouth when we cough. There is now
evi dence that actually viral respiratory illnesses
do go down when you do all these things, so | think
we need to sort of keep this nessage goi ng because
initially people are going to--we're going to need
peopl e to reduce transm ssion and people are going
to need to know they have to do things to reduce
transm ssi on.

And in terms of public preparedness for
the kinds of societal disruption, people really
need to have a plan in place for their own hone.
And your enpl oyees need to have plans for how to
deal with the pandem c because they're going to
have to deal with the pandenic and hopefully stil
do their jobs at the same tine.

So a lot of what we're doing at the state
| evel and local level is trying to put into place
t hese prepackaged nessages for the public so that
peopl e understand what they can do related to this.

Finally, the ongoing, you know, | said al
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these things as if we already had a plan that's
going to work, and we're getting there. | think
we' re much better off than we were a few nonths
ago, and hopefully we'll be better off a few nonths
fromnow. The pandenic can happen any tine, and it
doesn't necessarily have to happen in the w nter
either. It could start any tine of the year

So this planning is ongoing. |It's always
going to be ongoing, but the big issues are the
absent eei sm surge capacity, how we're going to
take care of people at honme or alternate care
sites, howwe're going to do that, how that's going
to be feasible, maintaining public order, and how
we're going to effectively use antivirals and
vacci ne.

One of the things we're doing, we're
trying to enhance ordinary influenza vacci nation
because it builds capacity to vacci nate peopl e when
there's a pandemic, but it also drives the narket
in terms of demand and getting the manufactures to
make nmore and nmore flu vaccine. You know,

unfortunately, we've been in trouble the past few
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years in terns of supply, but if we can really get
the public used to getting flu shots, it will help
when t he pandeni c conmes, and there's now increasing
evi dence that there's some cunul ative effect of
getting flu shots over tinme that m ght be hel pfu
in a non-specific way with influenza | ater on

But, you know, | think just for the sake
of driving the market it's going to be usefu
because the capacity for manufacturing i s nowhere
near what we would need for a pandemc

The other thing is we're trying to get
everybody who needs a pneunococcal vaccine to get
vacci nat ed agai nst pneunpcoccal di sease because
that's sonmet hing that can be done now. W' re not
going to have time during the pandenmic to do that,
but since 75 percent of the pneunonia that tends to
conmplicate influenza is bacterial, and about half
of that is pneunpbcoccal, the nore we do now to
provide for that, the better off we'll be in the
future.

We al ready know we don't do a good job of--a good

enough job of vaccinating peopl e agai nst
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pneunococcal di sease. So these are the el enents.
You know | think--1 don't want to go into this in
detail because | think people should | ook on the
Web site. They should be neeting with their public
heal th agencies to get involved in this planning.

I don't think it's just enough to go to the Wb
site and read what's goi ng on

| think you really need to have
representatives and this comittee should be
recomrendi ng that bl ood collection agencies and a
variety, other parts of the industry, the industry
that supplies the blood collection agencies in
terns of supply. Everything is on just-in-tine
i nventory, but blood banks were the first just-in-time
inventory, and so even your supplies, your
supply lines are going to be inpacted by this,
because the truck drivers are going to be sick, the
wor kers and the nmanufacturing plants are going to
be sick all at the sanme tine.

So | think it really, you really need to
get involved in through the heal th departnent

because when this does happen, a |ot of things are
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going to be managed in terns of how, what's being
done, through the public health system

So what | woul d suggest is this review of
the materials. |'ve been sort of surprised by
tal king to people and pointing themto Wb sites
that this hasn't gone on. | think that needs to be
done and people need to get invol ved.

Everybody has to have a continuity of
operations plan. | think that's key. The big
impact is going to be maintaining society with
absenteeism That's going to be, you know -
everything else is going to be difficult, but
that's going to nake it even nore difficult.

And HRSA i s funding hospitals for
preparedness. And so that has to include bl ood
collection and transfusi on services and transpl ant
progranms as well. And then Secretary Leavitt is
doi ng these sunmts, and | think in each state--he's going
to all 50 states--and the blood industry
needs to be represented at those sumits so that
you can hear what's goi ng on and perhaps devel op

sonme gui delines that are specific for the bl ood
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coll ection industry.

And then what | would recomend to
everybody is to read one of the books about
pandem ¢ i nfluenza because | think John Barry's
book is particularly interesting in ternms of the
politics of influenza, but the classic is Croshy's
book, and there are a variety of other sources of
informati on. But everybody here probably spends a
lot of time on airplanes, and this is good airpl ane
r eadi ng.

Thank you.

CHAI RVAN BRACEY: Thank you, Dr. Delari a.
One of the questions that | have is that in the
Secretary's plan, there is a significant
i nvol venent at the state level in ternms of
addressing this pandemc, and it appears, at |east
in my state, that the response is sonewhat spotty,
and your state may be in the vanguard. We will
clearly try to send a nessage regardi ng the bl ood
industry that we're part of the critica
infrastructure

Again, | guess ny question is boiling down
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to what is it going to take to make all of the
states becone active and what are your comrents on
federal response versus the state response?

DR. DeMARI A:  You know | think, you know,
all the states have to do this because we have to
do pandem c preparedness because the pandem c coul d
happen at any time, but that's been true for the
| ast 20, 30 years. So you know | think that right
now there's substantial federal funding, and on the
state level, there's state funding now too as wel |l
to address pandem ¢ planning, and | think we have
to take advantage of that to do the best job we can
with the resources that are avail able.

Qovi ously, the public health
infrastructure has al ways been stressed by a
variety of things, so this is an add-on that's
going to need--it needs to be done whether we get
the funding or not, but it's going to be done
better if we have the resources to do it better,
and | think that one of the things that we haven't
done very well is we tend to nmeet with the sane

people all the tine.

file:///C|/JANUARY/0106DHHS.TXT (130 of 338) [1/10/2006 3:43:45 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

131
So we're neeting with local public health

which is obviously extrenely inportant whether it's
county system or in Massachusetts we have 351
i ndependent health jurisdictions. So they're very
big meetings. And you know that has to continue,
but I think we're also realizing we have to be
meeting with private industry at the state |evel
We have to be neeting with a variety of comrunity-based
agenci es, the bl ood banks, because it's al
connected, and because the pandemic is not just,
you know, the pandenic is going on, sonebody is
responding toit. It's all of us.
It's happening to all of us sinultaneously
and that's howit differs fromthe other situations
we face. | think that the bl ood banks have to be
very sort of proactive and just insert thenselves
in the process and just go to, find out where the
meetings are. Every state is having a variety of
whet her they call it a surge comttee or the
prepar edness and response conmittee, and just get

i nvol ved and then push the agenda and just say what

are we going to do?
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I think we've in Massachusetts, we've
gotten a |l ot of push from outside agenci es and
think that's good. | think the nore we're pushed,
the better. W can sort of pronote what we need to
do with the people who need to give us what we need
todoit. So | think the blood banks need to be
doi ng that too because it's an essential service
that as far as | can tell hasn't really been
promi nently represented in this planning process so
far.

CHAI RVAN BRACEY: Thank you. Dr. Sandler.

DR SANDLER: Dr. DeMaria, | |ooked at the
graph that you had that was very interesting where
t he pandem ¢ woul d cone and the nunber of
hospitalizations goes up and then cones down, and
then lagging that by a week or two cones the surge
on the bl ood supply.

Fromthat | took home that maybe one of
the nessages to bl ood donors would be if you've had
the flu and you' re going back to work now, woul d
you be a blood donor? |In other words, the target

of one of the bl ood industry's nessages would be to
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peopl e just getting over the flu going back to work
and what have you. |Is that an appropriate, given
the caveats, of course, that go into nodels, is
that an appropriate nessage?

DR. DeMARI A:  You know | think, you know,
it gets to a bigger issue because we're not going
to have vaccine for a few nonths, so there is no
way to imruni ze peopl e against flu except by
getting flu. So the experience of influenza is
probably better than i muni zi ng sonmeone, and so we
really need to have, we really need to have a plan
to depl oy the imune.

When | first started tal king about it, |
sai d depl oy the survivors, and our public relations
person said oh, no, that sounds terrible, don't say
that. Deploying the i mune. Because npbst people
are going to just get over it, but they're going to
be golden. You know it would be a shane--the
exanple | always use, if you have a nurse who's
wor ki ng in the col onoscopy suite during the
pandem c, he or she gets influenza, they come back

to work after a couple of weeks, it would be silly
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to have themsitting somewhere where there is no
el ective col onoscopi es goi ng on, rather than taking
care of a patient with influenza because they're
going to be imune to influenza.

They're going to be imune to that
specific Hand N that is causing the pandemc. So
I think not only the donors but enployees, you
don't want to waste enpl oyees who are i mune by
doing things that are not critical in terns of
relating to people with influenza.

CHAI RVMAN BRACEY: O her questions?

O herwi se, thank you Dr. DeMaria. Okay. Qur next
speaker is Dr. Steven Anderson. Dr.--let nme just
get ny papers here--got it here. Dr. Anderson is
an Associate Director for Ri sk Assessment in the
Ofice of Biostatistical Epidemology at the FDA
CBER.

At CBER, he uses conputer nodeling and
ri sk assessnment techniques to address critica
policy assunptions to the safety of blood and bl ood
products and vacci nes and cellular tissues as well

as gene therapies.
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Dr. Anderson will speak to us today on his
nmodel for blood supply nodeling with small pox
vacci nation as an exanple and applications for
pandem ¢ i nfl uenza.

Dr. Anderson.

DR. ANDERSON: Al right. Thank you very
much. | wanted to thank Dr. Hol nberg and the
committee for inviting me to share sone of the work
that we' ve been doing at the Center for Biologics
on bl ood supply nodeling.

I"mgoing to start out basically with a
smal | pox exanple and this basically is a nodel that
we devel oped approxinmately two to three years ago
| ooking at the inpact of a nationw de small pox
vacci nati on canpai gn on the bl ood supply.

And then | think there's sone very
val uabl e | essons and net hodol ogi es that we can take
fromthat work and apply it to the issue of
pandem ¢ i nfluenza and the inpact of influenza on
the bl ood supply.

So let ne sort of do a conpare and

contrast between the exanple that I'mgoing to talk
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about, which is snall pox vaccination and then
pandeni ¢ influenza, because | think it's inportant
to highlight some of those differences as | go
al ong.

First of all, smallpox vaccination that
I'"mgoing to be tal king about, basically we were
| ooking at in this nodeling the effect of a 21-day
vacci nati on canpai gn on the bl ood supply, and
sort of labeled this in bold that this is really an
acute challenge, and it's sonmething of very short
dur ati on.

And what do | mean by that? The period of
vacci nation inpact that we were |ooking at on the
bl ood supply was relatively short, about 45 days,
and | think another inmportant factor, at |east for
the smal | pox exanple, the small pox vaccination
exanpl e was that there was certainly nore certainty
i mpl ementing a vacci nation campaign, sort of in a
pre-event or very early in a smallpox event than
there will be with pandenic influenza.

For instance, pandem c influenza could be

upon us and we could be in the mddle of it before
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we know that we are, in fact, in the mddle of it.
So | woul d highlight for pandemic influenza there
is significant uncertainty, and whenever | see the

word "uncertainty," as a nodeler, | say, well,
wherever there is uncertainty, you need a nodel to
sort of help guide you in view ng the problem and
then view ng solutions and potential interventions
to deal with the issue and sone of the risks.

I think the effect of a pandem c influenza
on the blood supply is going to be sustained and
long termso we're not tal king about a 45 day or 60
day, but sonething nore along the lines of six
nmonths to 18 nont hs.

As everybody, | think, has nentioned, in
this type of nodeling we're going to have to
incorporate effects on the blood centers, their
support, the transportation system perhaps, a | ot
of the infrastructure for the reagents that are
needed, and also on the demand side, | think
several of the presentations earlier have
menti oned, and just the previous presentation, that

there's going to be health care setting issues, and
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on the denand side, it's going to be drastically
af fected by a pandemi c influenza.

And that's sonething we need to consider
in the nodeling as well. So | just wanted to
enphasi ze, though, that our nodeling efforts at
this point are in their very early initial stages,
at least for this pandenmc influenza issue.

So let ne tal k about small pox vacci nation
as our example. So in 2001, governnent agencies
wer e devel oping plans to vaccinate the U S
popul ati on should small pox occur. And why is
smal | pox an issue? Well, the small pox vaccination
is an issue because live virus vaccine--it's a live
Vi rus vacci ne basically, which specifically is a
vacci nia virus which offers cross-protection
agai nst the smal | pox virus.

The issue here is that an individua
that's been vaccinated has virema. |If they donate
bl ood, they could potentially transmit--and that
bl ood is transfused in an i mMmuno- conproni sed
i ndi vidual , that individual could potentially have

serious life-threateni ng consequences as a result
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of that.

So in our nodeling, we assumed a ninimum
of 21 days if individuals are vaccinated, that
woul d be required for a recovery fromthe
vacci nation, and then during that period, they
woul d be deferred from bl ood donation. So our
bl ood supply nodeling question that we attenpted to
answer was what woul d be the inpact of a 21-day
smal | pox vacci nation canpaign on the U S. bl ood
suppl y?

And I'mgoing to be tal king about just in
this nodeling a nore sort of gl obal approach, and
this is a national type of nodel, not a | ocal |eve
nmodel . W can add that |evel of specificity to
these types of nodels, but right now |I'mjust
tal ki ng about sort of a global U S. -w de bl ood
supply nodel

And our nodeling approach for the small pox
vaccinati on was sort of we had two nodels within
the |l arger nodel, and one was an infectious disease
nmodel where we | ooked at the nunber of donors that

were affected by vaccination and deferred, but we
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were also interested in the people that hadn't been
vacci nated as potential donors and then as was
mentioned just in the previous question and answer
session, interest in recovered individuals because
those are where we can draw our collections from
and get those individuals targeted for donations in
these situations.

So we take that infectious disease
model ing results and then link it with the bl ood
supply nodel. Qur bl ood supply nodel is actually
fairly sinple and straightforward. W have a
supply and demand type of nodel. On the supply
side, we have collections from capabl e donors which
are the donations that are in the systemand com ng
into the system

And that turns over on a daily basis. And
it's a very dynanmic system and then we have denmand
side which is need fromhealth care providers, and
this is basic utilization of blood by patients. So
we have these two conponents to the bl ood supply
nmodel , the supply and demand.

I wanted to sort of show the various types
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of popul ati ons that woul d be i npacted potentially,
and this is not only valid for our small pox

vacci nation but also for a pandemic flu type of
event as well.

This is a typical, if you know anyt hi ng
about infectious disease nodeling, this is an SIR
model. I'mcalling it an SVR nodel, and what that
means is we're | ooking at popul ati ons of
suscepti bl e individuals, individuals that are
vacci nated and then the popul ation of individuals
that are recovered from vaccination

So on the left, this really is a continuum
that goes fromleft toright. On the left, we have
the susceptible population. |If we have a 21-day
vacci nati on canpai gn, about five percent of those
individuals on a daily basis are going to nove over
to the newy vaccinated group, and they're going
to--and it says under there in those arrows,
there's going to be a 21 day recovery. And then a
21 day deferral from bl ood donation in which they
can't donate blood during that tine.

But after the 21 days, we're going to
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assune that those individuals are recovered and
then capabl e of donating blood. So again think
about this as this continuum [It's going to be
very inportant in our concept and thinking about
the pandem c influenza situation

And | wouldn't be a nodeler if | didn't
have sone equations or sone variables. So this is
mat h 101 for blood supply nodeling. |'mgoing to
keep it pretty sinple. So don't worry. Qur basic
key variable in the nodel that we're actually
graphing in sone of the subsequent slides that |'m
going to be showing you is that we're going to be
showi ng you the total anmpount of blood available in
the systemduring a potential small pox vacci nation
carmpai gn.

And that blood availability is a function
of several things. |It's a function of the anount
or rate of daily blood collected, and that blood is
coll ected from susceptibl e individuals as
nenti oned, and then also fromthose recovered
i ndi vidual s which are represented by S and R

vari abl es.
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kay. And then finally, we not only have
collections to worry about, but we have utilization
to worry about, so we basically take our
col l ections, subtract what's being utilized and
that's the blood that we have available in the
system

I'"'mshowi ng you a sort of sinple
representation of this. |It's actually alittle
more conplicated because we have a little bit nore
mat h going on, but | didn't want to put everybody
to sleep before lunch. 1'Il wait till after Iunch

And here's a sumary of the equations that
we used. B sub-a is on the left and then |I have
col l ections highlighted under, so we have the bl ood
being collected fromthe susceptibles and the
recovereds, and they're subtracting out the B sub-u
to get our blood availability.

Now, the nodel if you go down further down
the slide provides graphical output of available
bl ood units for the United States and this nodeling
was done using M crosoft Excel

| wanted to sort of tal k about sonme of the
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basi ¢ assunptions in the nodel. So approximtely
14 million units of blood are donated on an annua
basis. That was our underlying assunption and what
that works out to is approximtely 38,500 units
donated on a daily basis. That's our B sub-c, and
then we have utilization, which is 30,500 units we
estimated were utilized on a per-day basis.

W have some other factors in here to
consi der because we have approxi mately five percent
of the popul ation donates on an annual basis. W
know t hat approximately 60 percent of the
popul ation is qualified to donate, not the entire
popul ation, and then we have these turnover issues
goi ng on that we can--the product is perishable.

We can only store whol e bl ood for 42 days, and
i ndi vidual s can only donate bl ood once every 56
days.

So those are considerations in the nodel
Now, for the small pox nodel that actually goes over
a short period of time of 45 days, those |last two
factors are going to be alnost irrelevant in the

short-term nodel, but they becone very inportant in
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the nodel as you go to a longer termlike a six to
18 nmonth type of scenario.

Those are going to beconme very inportant
factors in the nodel. So | thought this was a
useful graphic because it shows what happens to the
donor population in a 21-day canmpaign. This is a
donor availability graph, and basically on the left
on the Y axis, we have the percentage of avail able
donors and then what happens over the period of
time in 21 days

You can see in the mddle by the 21st day,
we have essentially no donors that are capabl e of
donati ng because they've all been vaccinated, but
by the 22nd day, you can see that dip in the
mddle. W start getting recovered donors that
actually can build back, that we can draw on to
build the supply back up

I think it's very inmportant that as a risk
assessor you | ook at those very |ow | evel s between,
say, you know, ten and approxi mately 35 days where
we have essentially low levels of blood comng into

the system if any at all. So what do we do about
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that if we have very few donors comng into the
syst enf?

We've tried them-fromny perspective, we
nodel interventions and | ook at possible policies
that we can inplenent to preserve the bl ood supply.
So in this case, we used the nmodel to eval uate
interventions to do that. And the two
interventions that we | ooked at was a policy that
i ncreased donation rate by 200 percent, and we
assuned that that occur for just a short period of
time of approximately 30 days and then the second
policy we | ooked at was an energency utilization
policy which involved in a 50 percent reduction in
utilization.

And what that would actually entail was
per haps sone sort of energency order to hospitals
or treatnment facilities, blood transfusion centers,
saying only transfuse bl ood for |ifesaving
pur poses.

So let's go into | ooking at not the
i nterventions, but what would happen if we just had

a 21-day vaccination scenario going on for small pox

file:///C|/JANUARY/0106DHHS.TXT (146 of 338) [1/10/2006 3:43:45 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

147
wi t hout doing anything to the bl ood--w thout doing
anyt hing, issuing any orders to preserve the bl ood
supply and what we would find is--this is going to
be tough to orient you without a pointer--but |
think I should orient you on these graphs too
before | go through several of them

But that line at zero represents, is the
poi nt at which supply equals denmand. So at that
poi nt of zero, supply is just neeting demand.
Anyt hi ng above that line represents a surplus in
the bl ood supply. Anything below it represents in
this case a dramatic shortage, and what we're
plotting is B sub-a which is our blood available in
the system

So this is under normal donation rates,
normal utilization rates. Qur donations are
decreasi ng because we're losing five percent of our
donors up until that 21st day when we | ose them al
and start building them back up.

And what you can see is we have a
dramatic--the nodel predicts a dramatic shortage

and it predicts in this case up to 500,000 units.
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Now, you notice up in the header | put,
it's probably an unlikely scenario because what
woul d happen is you probably woul dn't reach, you
know, a need of 500,000 units in the system There
woul d be self-limtation by hospitals already
saying, well, if blood is not available, we're not
doi ng el ective procedures and post ponenent of a | ot
of procedures.

This is really just a visual to show you
the potential inpact of a worst-case type of
scenario. W can end up in a situation where
definitely the blood supply woul dn't be there to
neet the demand.

Al right. So there are things that we
can do. If we increase the donation rate by 200
percent for 30 days, and have nornmal utilization
| evel s, what you see is that we have a situation in
whi ch there would be a surplus avail abl e al npost
t hroughout the entire duration of this snall pox
canpai gn of 45 days overall

VWhat we see is that huge sort of hunp up

there is where we built up enough surplus by asking
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nmore and nore donors to donate before they are
vacci nated. We build up that surplus and then that
surplus is able to take us pretty rmuch through the
entire situation, this acute situation.

You'll see around days 37 to 40, though,
that we do have a situation where we have a little
bunp down into perhaps shortages, but that seens
pretty mninmal given sort of the direness that
woul d be experienced otherw se, given our previous
scenari o.

Al right. So what happens if we inposed
the 50 percent utilization rate as a policy, 50
percent utilization rate as an energency type
policy and what you can see is this again al so
keeps us in the territory where we at | east have a
surplus of blood avail able throughout the entire
vacci nati on canpai gn.

Ckay. So the next question that | thought
was a very val uabl e question to | ook at is what
duration of vaccination programwould result in
little or no disruption of the U S. blood supply?

I think that this slide generally is sort of
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illustrative of even things that could happen
during the pandem c influenza.

I put down nunbers here so that five
percent--1 need to sort of orient you again on
this. Renenber we're not |ooking at 45 days now.
We're | ooking at about 120 day period. So where
put that nunber 45 percent was from our previous
scenari o where we had that huge deficit if we took
away five percent of our donorship up until 20
days. If we only took back--did a 60-day
vacci nati on canpai gn shown by the next line up at
1.7 percent, you can see that we'll still have a
dramatic effect and a shortage, but it would be
| ess of a dramatic inpact versus taking out five
percent .

And then if we did a 90-day canpaign, only
t aki ng about one percent of our popul ation,
affecting that at any one time, again, probably
| ess of an inpact on the blood supply. Again,
there woul d be an inpact. And | think what |
wanted to point out was that | think it's very

val uabl e that even if you sort of do a perturbation
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where we're affecting the donor base by one
percent, two percent or so, it's going to have a
dramatic potential, potentially dramatic inmpact on
the bl ood supply.

Al right. So just summarizing this part
of the presentation, nodeling can provide inportant
informati on for decision-nmakers under the inpact
of, in this case, a smallpox vaccination or an
i nfectious agent on the bl ood supply.

Model s can be used to identify the
strategies to mtigate the inpacts of vaccination
on the blood supply in this case that we used for
this small pox vacci nati on exanple, and then
smal | pox vacci nation canpai gns greater than 21 days
m ght--greater than 20 days night require one or a
conbi nation of interventions to prevent--1'msorry--to
prevent shortages and nmintain the supply.

VWhat | didn't show you in this graph, and
we' ve al so done considerable other nodeling in
this, is that you can do conbi nati ons of those two
interventions | showed you in case there is sone

sort of dire, dire type event and you can preserve
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even nore of your blood supply by not only doing
the--trying to take nore donations in advance, but
al so cutting back on the demand side and i ssuing
sone sort of energency policy.

And then that last slide, it showed that
the canpai gn that was greater than 90 days m ght
have little inpact on the bl ood supply.

So | think nodels are pretty illustrative
So we're noving in this sort of virgin territory
here wi th pandemi c influenza. So sone of the
considerations that | put up here for npdeling
pandem c influenza, it's sort of the real estate
mantra, which is |location, location, |location. |
woul d say uncertainty, uncertainty, uncertainty.

Because that's the type of situation we're
facing. And that's not a daunting way to | ook at
it because as a nodeler | see that as well that
means we need to really be careful and develop a
nunber of scenarios by which we can predict
possi bl e outconmes to situations and then have in
our pocket fromthe nodeling ideas about

interventions that we can use to deal with those

file:///C|/JANUARY/0106DHHS.TXT (152 of 338) [1/10/2006 3:43:46 PM]

152



file:///ICI/JJANUARY/0106DHHS.TXT

153
potential risks to the bl ood supply.

So now the questions that cane up
yesterday and today, of course, is virem a an
issue? Is it possible? If so, what's the duration
of that? Pathogenesis and attack rates, you know
what are the issues surrounding nortality rates?

Al DS specificity of this potential pandem c?

If we have a pandenic |ike 1918, as the
previ ous speaker had mentioned, you know you're
targeting individuals fromage to 15 to 50 to have
high nortality rates. That's the denographic of
your bl ood supply donorship as well, so that night
be a consideration in the nodeling.

And then the types of deferrals that we
put in place which are for individuals that night
have flu synptons, for exposure and those types of
things are all going to have inpacts on the bl ood
supply. And probably the last two, which are sort
of separated out, was fear, because that's a big
unknown. So we've been tal king about that for the
| ast two days which is even though only at one tine

ten percent of our popul ation may actually have the
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flu, you know, we had 20, 30 percent of the people
may actual ly hunker down and stay hone because they
have fear of going out in public.

So, you know, if the blood donors do that,
then we may have a significant issue on our hands
about the supply.

And then again sort of nmentioning this
i ssue again about the effect. W need to consider
in these nodels the effect on bl ood coll ection
centers, the supportive infrastructure for those
centers, and the reagent providers for those
centers, and then the health care providers.

What ' s happeni ng on the demand side with patient
care?

So, again, our approach here woul d be and
it has been to combine our infectious disease
nmodel i ng with our blood supply nodel, just |ike we
did for the small pox exanple. W want to know t he
nunbers of donors affected by influenza. W'l
cal cul ate the nunbers of susceptibles, infecteds
and recovered popul ati ons based on historica

trends and there are also nodeling results in the
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published literature. Sone of those are fromlra
Longini and Elizabeth Halloran's group in Atlanta

and then Martin Meltzer at the CDC and the French,

Jacques-Al ain Vall eron al so has done sone nice
nmodel i ng work in flu. W could inport those
results into a bl ood supply nodel and nake
predi ctions on the blood supply fromthose

esti mat es.

Agai n, some of the issues that we need to

consider in this aspect of the nodel is the

i ncubation period which it seems would be very

short. Looks like one to two, maybe up to four
days. The duration of the epidemic is the huge

thing. Is it going to be six nmonths? Is it going

to be 18 months? That will be a huge

consi der ati on.

Agai n, the bl ood supply nodel is just

going to be the supply and demand nodel that |

have showed you results fromfor the small pox

Al right. So what's our approach going

to be in the infectious di sease nodeling aspects?

We're taking our results actually fromthe
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Department of Health and Human Servi ces Pandeni c
Plan and we're going to assunme up to one-third of
the U.S. population potentially could be affected
and that would be approximately 100 m | lion peopl e.

And what we would do with working with a
nunber of groups, working with the departnent and
ot her government agencies, stakehol ders and then
sonme other partners as well, is we would work to
devel op some multiple epidem c scenarios based on
the historical trends and the published literature
and try to figure out what are sonme of the nost
likely sort of ways that a pandem c night evol ve,
what are sone of the worst case ways that that
nm ght evolve so that we can use that for planning,
and then what are some of the interventions that we
can use to reduce the risks to the bl ood supply
froma pandeni ¢ out break?

An exanpl e scenario would be just to do a
proportional fit of these 100 million influenza
cases to previous infection or nortality curves,
for instance, fromthe 1918 influenza, and then to

determne the inpact of that on the U S. bl ood
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supply.

| believe Dr. Schwartz al so showed you
this epidemc curve and these are the nortalities
fromthe 1918 influenza outbreak for three cities,
Bost on, Washi ngton, and San Franci sco, and we woul d
basically take those curves, and you can see the
bi nodal type of distribution. W have the peak,
| argest peak, and then a snaller shoul der out to
the further right, and then fit those to our 100
mllion cases and then | ook at the potenti al
i npacts on the bl ood supply.

Agai n, we woul dn't be characterizing
peopl e just based on this type of nodel, who's
susceptible, who's already been infected, and who's
recovered. The questions that are going to arise
is, you know, things |ike the days of recovery from
flu. W' re also going to have to possibly input
vacci nation and drug therapy in this nodel as well,
and | haven't done that for this presentation. But
that's a consideration for us as well.

Just some possi bl e assunptions. Again,

we're going to be taking it fromthe departnent's
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pandem ¢ i nfluenza plan. Susceptibility will be
assunmed to be universal. Again, a |large popul ation
affected. Perhaps one to ten percent hospitalized.
That could affect the health care and bl ood denmand
side of things. Infection provides imunity and
then several other assunptions as well.

I wanted to talk a little bit about what
conmponents we're going to consider in addition,
just in our infectious disease nodel, we'll of
course consi der perhaps antiviral treatnment and
vacci nation, although our earlier nodels probably
won't deal with that because basically | think that
the supply of antivirals for one or two percent of
the popul ation, that's not going to really have a
huge impact if the problemis larger, if the
out breaks are | arger

And vaccination, again, there's not
vacci nation--there's not vaccine in the supply
chain right now, and so that m ght take, you know,
up to six nonths or a year to get that vaccine
produced. So that wouldn't be an issue at |east

early on in the nodeling.
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But we could potentially add those |ater
on, and then the blood supply nodel. W have a
very sinple nodel right now, but we can add some
conplexity to that as well. Again, we need to add
the inpact on blood center staffs and support
facilities and collections into this nodel, and we
need to add the health care conponents as well and
consider that in the nodeling.

We may need to add age specificity to the
nodel . |If our donor is between the ages of 18 and
65 or 50 are affected, we may need to consi der that
in our nodeling. |If there is a higher nortality or
infection or attack rate in those groups, that
woul d have to be considered. And then the other
things that we've also considered in adding into
these nodels is ABL and RH plus and m nus groups.

W have a gl obal nodel right now. W
could nmake it nore geographical based, break it up
into five regions, do a nore |localized nodel. |
think that we would hear feedback from our
st akehol ders and then try to figure out what the

best approaches woul d be for nopdeling.
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And then seasonality m ght al so be an
i ssue that we could consider in addition in the
nmodel .

Al right. So potential outcomes fromthe
nmodel .  Pandemi c influenza again nmay have this sort
of sustained long-terminmpact on the donor
popul ation and the blood supply. Fromthis
nmodel i ng, though, | think nodeling, at |east what |
tried to show with the small pox vacci nati on exanpl e
is that it can estimate the potential effects on
the blood supply if we do have pandemi c influenza
occurring.

Again, we can use that to identify
interventions to maintain the supply during this
| ong-term pandenic type of event. And | think in
the previous talk, one of the commttee nenbers
mentioned interventions and some of those
interventions may actually target the flu recovered
popul ation as we were discussing earlier as
potential donors.

And that would be especially key in the

sort of later stages of the pandem c. You know
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initially everybody is going to be susceptible, but
you know, as you get a third of the way through or
so, you're going to start having a significant size
recovered popul ation, and you could potentially
target nessages to those individuals to donate and
try to get those individuals into the donation
system

Al right. Just to sort of summarize
agai n, nodeling of these--we can actually do the
nodeling and that's in the initial stages. Again,
uncertainty, uncertainty, uncertainty.

Consi derabl e uncertainty in the course and

evol ution of the pandemic and its effect on the
supply, blood supply. There are a |ot of unknowns
at this point.

Bl ood supply nodeling with require input
fromany sources. | nentioned the departnent,
ot her governnent agencies, stakehol ders, acadenics
and just other partners, to get feedback on the
types of scenarios and concerns they have. And
al so probably eventually to bring in other

products.
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For instance, platelets are very inportant
i ssue. We've done sone platelet supply nodeling
i ssues for the small pox vaccination and then al so
pl asma as well and sone of the other blood products
could be included in this type of nodeling.

I think as was nentioned yesterday, this
type of nodeling work does require a |ot of data
and research. So it was nentioned by Dr. Hew ett
yesterday, the virem a types of questions really
need to be answered through research because that's
a whole different type of nodeling that woul d need
to be done versus are we |ooking at virem a and the
i mpact on the donor supply and deferrals for those
popul ations in addition to the fear factor that's
going to take place where people don't want to
donat e.

So we've essentially got two things going
on. |If we can renove the virenmi a question fromthe
tabl e, either know that we have to include it or
remove it, that would be a great help in sort of
doi ng the nodel i ng.

The other thing | wanted to nention was
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that and renmind people is that nodeling is

research, so we rely on resources, and | think the

ot her speakers will probably echo that concern as
well, that we do need resources to put into this
type of effort. |It's a gargantuan effort.

The effort for the small pox work took
approximately a year and a half to actually get
that work conpl eted, so that was a significant
effort. And | think our final goal though is to
generate a useful product and outputs to inform
pl anning efforts and deci si on-nmakers in their
efforts to maintain an adequate bl ood supply. And
I"I'l end with that.

Thank you.

CHAI RVAN BRACEY: Thank you, Dr. Anderson
Questions fromthe committee? Dr. Epstein.

DR. EPSTEIN. Steve, thank you very nuch
for that very informative presentation. Dr. Katz
drew our attention to the fact that the world | ooks
very different for platelets and could you just
comrent on the feasibility of nodeling this al so

for platelet?
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DR ANDERSON: Right. Well, we did
devel op nodels for platelets and platelets are an
entirely different story. So, the turnover rate
for platelets is not 42 days; it's five days. You
woul d have extrene shortages in sort of quick tine
with platelets if you didn't identify those
specific platelet donors that you need to have
protective neasures in place for.

So you woul d have to target vaccination
and t hen possibly, you know, the antivirals and
those type of protective therapies for those
i ndividual s specifically to keep the platelets in
supply because otherwise it's just not, they're
going to be largely affected by a pandenic.

So | don't have the results. | actually
shoul d have brought sone of the results and showed
that as well, but just linmted by tinme here.

CHAI RVAN BRACEY: | had a coupl e of
questions. One is we have to be cognizant of the
other needs. That is the blood product, the
derivatives. And | would hope that perhaps if we

can get the funding which we certainly need for
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this that perhaps the nodeling of that area m ght
be considered as well.

And then actually that's nore of a
comment. But the other question is that as this
pandenic, if it were to cone, business would not be
usual , and so your nodeling is based upon routine
donor criteria. If we want to really exam ne
policy, would we be able to | ook at or we woul d
consi der at |east |ooking at things like | owering
the henogl obin threshold a bit, the inpact of that;
per haps shortening the interval of donation?

DR. ANDERSON: From a technica
standpoint, | nean we can do all that in the
modeling. So | nmean we woul d have to sort of
det erm ne what characteristics and parameters we
want to look at. If we want to | ook at, you know,
maybe donors can donate, you know, once every 30
days--1 don't know. But those types of things can
definitely be put into these nodels. It's usually,
you know, just a sinple natter of the mathematics.

So but we woul d probably work with

partners at FDA and try to define what types of
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interventions could actually, you know, by rolling
back sone of the current standards that we have in
pl ace just to kind of as what if scenari os.

CHAI RVAN BRACEY: Right. Thank you
O her questions? Dr. Kuehnert.

DR KUEHNERT: Thanks for the
presentation. | wondered just now seeing that
curve a second tinme on 1918, and | can't renenber
fromDr. Meltzer's paper whether they took it into
consideration as far as separating out the vira
pneunoni a from bacterial pneunoni a? Because
they're interspersed in there obviously and at the
present tine, the inpact of bacterial pneunpnia is
going to be different, and |I just wondered if
that's put in the nodel as far as the efficacy of
anti biotics?

O course, there's now antibiotic
resistance to take into consideration. But that
shoul d be consi dered.

And then secondly, the effects of that
treatment, which could have hematol ogic

conplications. For instance, you know, Linezolid;
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even beta-lactans may have sonme henmat ol ogic
conplications requiring transfusion.

DR. ANDERSON:  You know again all of that
can be put into the nodel. | wanted to sort of
just nention sone of the work that we're al so
doing. W know there's considerable data on the
supply side of things, so actually our efforts--we
have a project going on now where we're | ooking at
Center for Medicare and Medicaid Services data and
| ooking at nore of the demand side of things and
trying to figure out, you know, what are the top
procedures that require blood and those types of
t hi ngs.

And there was a question that came during
Dr. Katz' presentation about ventilation. Well,
ventilation actually in our current study that we
have ongoi ng i s about nunmber 15 as far as high
mechani cal ventilation is really about 15th out of
the top 20 procedures that we | ooked at as far as
bl ood utilization

So and the question cane up, well, can we

| ook at the need for that? People that need bl ood
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and ventilation versus the regular ventilation
pati ents and what percentage of ventilation
patients actually need bl ood and we can do that
with the Center for Medicaid and Medi care Services
dat a.

And so what our goal is is to actually try
to incorporate some of that information into the
demand side of the nmodels so we can take and, |et
me see, break out sone of these curves, for
i nst ance.

This is not a good curve to use, but we
can say break that down and we know that 20
procedures nmake up about 50 percent of that curve
on a normal basis, and so that would be our goal
Qur goal is, well, what would be the inpact of
putting in an energency utilization policy, and
right now el ective procedures nunber about 30
percent of the blood supply. So you could get
there to 50 percent maybe if you had sone drastic
polici es.

But again, we think that sort of the

demand si de needs to be | ooked at as nmuch as the
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supply side, so we were focusing our efforts on the
demand side. Because we think those questions are
important as far as--and al so therapies as well,
that you speak of.

DR. KUEHNERT: | think when you | ook at
ventilated patients, | mean they're not a very
honogeneous group, so you just need to | ook at why
they're ventilated. But that subset would be very
useful to know.

DR. ANDERSON: Well, we can pull that out
of our data set and then |look at those a little bit
closer as well so--

CHAI RVAN BRACEY: Question from Dr.

Pi erce

DR. PIERCE: |1've got a two-part question
about the fear of |eaving home. First, how would
one go about quantitating that kind of paraneter in
the nmodel ? And then, secondly, would you be able
to consider the excess fear that mght be a part of
this nmodel fromactually going to the blood center
to donate and the fear of acquiring the infection

at the donation center?
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DR. ANDERSON: You could do surveys to
determ ne, you know, people's fear to go out during
a pandemic. | mean you would have to get that all
t hrough survey information, and then, you know, and
al so query peopl e about their fears, but, you know,
until we're actually in the pandem c, that's, you
know, when the hypothetical becones real

So you coul d get some prior infornmation
t hrough surveys, but you know that may be sort of
meani ngl ess because you know if it's really severe,
you know, and this has a high nortality rate, you
know, nore people aren't going to want to go out.

But if it's like, well, you know, you
coul d get sick, but your chances of nortality are
| ess than one percent, then people m ght be nore
willing to venture out in public. So it's nore of
a function of the actual event and so again it's
that uncertainty issue. And we would, actually in
the nodel, we woul d probably have to say, you know,
a ten percent, 20 percent, 30 percent, you know,
drop or fear rate and include that in the nodel and

consi der that.
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So that's how | would address it because

just don't think like prior to the pandem c,

we can

really get at that, and the comittee can di scuss

that as well, because we'd |like input on that as

well. How do we actually incorporate that into the

model at this point is a big question of ours as

wel | ?

So- -

CHAI RVAN BRACEY: Question from Dr.
Sayers.

DR SAYERS: Actually can | ask Dr.
a question if he's still here?

CHAI RVAN BRACEY:  Yes.

DR SAYERS: 1Is he still here?
CHAI RVAN BRACEY: You may.

DR SAYERS: |'msorry.

CHAI RVAN BRACEY: Just a second.

Norris

Any

ot her questions, though? Let's finish up with Dr.

Anderson. Any other questions for Dr. Anderson?

Dr. Ramsey?

DR. RAMSEY: | don't know who to address

it to exactly, but would there be sone data from
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SARS in Asia about, that could be addressed in
terns of the inpact on society and going out and,
you know, fear and so forth?

DR. ANDERSON: Yeah, | guess | would be
nmore hesitant to use that type of data just because
of cultural differences perhaps. Asians actually,
you know, you see a |lot on Tokyo trains as well and
buses where people are not hesitant to wear nasks.

And during SARS, you saw, you know,
pictures of entire trains where people all had
masks on on their faces, and in the United States
have yet to see that, even--so | think there's
going to be cultural differences. So |I'm not
necessarily sure | would rely conpletely on that
data, but--

MR WALSH: |Is there any data from Toronto
experience with SARS?

DR. ANDERSON: Maybe sonebody el se can
answer that because |I'mnot sort of an expert on
SARS and up to date on SARS. So--

CHAI RVAN BRACEY: W see no expert on

SARS. There's a question in the back. |Is this for
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Dr. Anderson?

MS. STARKEY: Yes, it is. This is Jane
Starkey with America's Blood Centers. | just
wanted to ask you to consider the fact that there
is probably no normal donation rate and what
rem nded me of that was your graph where you tal ked
about age groups.

It's not as if every donor has a five
percent chance of donating. H gh schools will all
be closed, which will wi pe out all high schoo
donors at once. |It's not as if, because those
donors will probably not cone to a bl ood center.

So ny suggestion is naybe consider sonething like
access to donors in addition to the donor rate.

DR. ANDERSON: Right. Right nowthat's
actual ly an average so all those nunbers are
averages and we can add that variability in. And
you're correct. | nean, you know, there's going to
be- -

MS. STARKEY: And flu season is the high
school donation season

DR. ANDERSON: So definitely we can add
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that in, and, yeah, | mean again we're going to
need input as to what's not--what's the system
going to look like under a pandem c situation
Because, you know, | can just run the nunbers of
scenarios that people that tell ne.

I"mnot--1 don't have any special nagica
powers to sort of mmke that prediction or a crysta
ball, and | don't mean that facetiously.

M5. STARKEY: No, | understand, which was
why | was making the coment.

DR. ANDERSON: Yeah. | nean | think
that's very inportant to consider that, you know.
We don't have all the answers as well, and there
are certain things that we will need nore
i nformati on on.

People's willingness to go out in public.
People's willingness to donate is going to be a
huge factor in this. So--

CHAI RVMAN BRACEY: Question fromthe
executive secretary, Dr. Hol nberg

DR. HOLMBERG Yes. That raises a good

poi nt, Jane, and | was wondering if Dr. Katz or Dr.
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Bi anco has a figure of how many or what percentage
of the donations are from high school students
during the school year?

What is the percentage of donations from
hi gh school s during the school year? |'mjust
t hi nki ng during the high school --during the schoo
year.

DR. KATZ: The percentage from hi gh schoo
donors--you know, it varies so rmuch even in our
system from subcenter to subcenter and nobile
staging site to nobile staging site, | would guess,
if | tried to average it over a nmonth from
Sept enber through April, ten percent, nmaybe cl oser
to 15. It depends. | nean we do sone huge nobiles
at high schools and in a given week, it may be half
our bl ood supply in Septenber when we're gearing up
again as kids cone back to school

So that's probably a ball park, but |
don't knowif it's precise.

CHAI RVAN BRACEY: Question fromthe
audi ence.

MR ZOU: Shiman Zou fromthe Red Cross.
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Just a comment on the earlier question. There was
a survey in New York City of health care workers.
One of the components was about SARS, even it says
how wi I ling or how able are you going to report to
duty? Up to 50 percent said they may not be able
to or they may not be willing to report to duty.

Just information.

CHAI RVAN BRACEY: Thank you. Are we
finished with questions for Dr. Anderson because we
have anot her question for the previous speaker?
Thank you, Dr. Anderson. Very good

DR. ANDERSON: Thank you

CHAI RVAN BRACEY: Your question?

DR SAYERS: Yeah, thanks, Art. This is
really a stretch. 1It's a question for Dr. Norris.

I know we transfuse viruses by transfusion. W
transmt viruses by transfusion. G ven three
mllion patients that are transfusi on dependent a
year, given 40,000 donations a day, | have no doubt
that over the past decades, we have unwittingly
taken bl ood fromindividuals who are infectious for

I nfluenza A, asynptomatic but maybe viremc, and it
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just seens intuitively right that sonebody woul d
have identified post-transfusion influenza in
i ndividuals, particularly bearing in mnd so many
of those transfusion recipients are i muno-conproni sed.

It just seenms intuitive that sonebody
woul d have identified influenza as being a risk for
transfusion. So |I'mjust wondering if there is
anyt hi ng uni que about influenza that renders the
ci rcunst ances under which we store bl ood and
conponents hostile to the virus' survival?

DR. NORRIS: Yeah. That's a good
question. So the question really gets at the
viability of influenza with our current storage
t echni ques.

I nean there are parallels for this. |If
we | ook at syphilis transm ssion, transfusion
transm ssion, the refrigeration of the red cells
seems to kill of the spirochetes.

I don't know that that exists for
i nfluenza and intuitively, you know, it's a virus,

I think it probably should survive the storage
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techniques. | don't know of any studies that have
| ooked at the viability and | think that's
somet hing we coul d address certainly with ani mal
nodel s such as the nmacaque nodel that's being
tal ked about right now It's a good question

In terms of us having identified it, |

think that even if existed, we probably woul dn't

have identified it because we're really not | ooking

for it at this point. So that's the second answer
to your question.

CHAI RVMAN BRACEY: Thank you. In the
interest of maintaining the nutritional needs of
the nmenbers of the commttee and the public, we'll
take our lunch break now and resune with the two
speakers in one hour's tinme, so that will be at
1: 40.

Thank you. And those nenbers of the
witing subcomrittee, we will have lunch here.
Thank you.

[ Wher eupon, at 12:35 p.m, the Advisory

Conmittee recessed, to reconvene at 1:49 p.m, this

sane day. ]
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AFTERNOON SESSI ON
[1:49 p.m]

CHAI RVAN BRACEY: Wl cone back. Qur next
presentation is by Brian Custer. Dr. Custer is a
scientist in the Epideniology and Health Policy
Research Section of the Bl ood Systens Research
Institute. Dr. Custer has been involved in REDS |
and has done extensive literature review of
econom ¢ anal yses of blood safety and transfusion
nmedi ci ne i nterventions.

In addition, he devel oped a comunity
bl ood supply nmodel. This nmodel allows for
considerations of multiple factors related to the
quantity of safe blood in the blood supply, and the
specific talk will be the community bl ood supply
nodel and its potential role in planning for
pandem c fl u.

Dr. Custer, thank you

DR CUSTER. Thank you. First, 1'd like
to thank Dr. Holnmberg for inviting me to speak. So
you just sort of heard the overview and what this

talk is really going to be conposed of is sort of
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describing this nodel and then looking in a very
sinmple sort of first pass approach at howit could
be used to think about the inpacts with relation to
pandem c fl u.

So as kind of already indicated, the idea
behi nd devel oping this nodel was to try to devel op
a nodel that could be used to | ook at tradeoffs
bet ween safety and sufficiency of the supply and
then also incorporate in cost factors in terns of
procuring blood fromdifferent donors and what the
i mplications mght be because there are cost
differences for different donors, and then of
course, totry toroll that out and use it in a
meani ngful way with respect to looking at threats
to the supply.

So to start, what | actually want to do is
unfortunately these plots are not easy to see, but
I wanted to just sort of describe sort of how one
starts to work through the issue of the donor base.

So what these plots represent is actually
obviously at the top of each little plot is sort of

a stratification. You have eligible fenal e donors
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who are repeat donors in the very upper left, and
t hen what happened is actually this is a whole
donation year's worth of data plotted on the X-axis
and the age of the donor is on the Y-axis.

And so what you kind of see is sort of the
space, the relationships that night or mght not
exist with respect to donors. The red line is
incredibly hard to see, but there is a red line
that goes across all of these plots. That is the
mean age of the donors on that given day.

You can al so see sort of some white
striations. You can see days where there were not
collections collected. So days when the bl ood
center wasn't collecting.

The purpose of this plot, and it's
actually really difficult to see, is that when you
| ook actually at first tine donors, you start to
see that there is a nmean age that changes
t hroughout the course of the year, and that's
particularly in relation to school -age donors who
donat e during the school year, but then during the

summer the nean age of first-tinme donors goes up in
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reflection of those donors not being present at
school bl ood drives.

Simlarly if you |l ook instead of at
eligible donors but short-termdeferrals, and
short-termdeferrals |'mdefining those as
deferral s between one and 56 days in | ength, not
post-donation deferrals, but actually deferrals
related to eligibility, you can al so see this nean
age is easier to see nowthat there are | ess data
points. Mean age fluctuates particularly for
first-tine donors. Once again, attributable to
school differences, differences with donations with
respect to school year

kay. So the schematic of this nodel is
to first start by stratifying the donor popul ation
into rel evant age and gender groups. That then is
actually input into the sort of core of the nodel
which 1'll describe which goes through a process of
sayi ng through probability equations, whether
you're eligible to donate, whether collection is
obt ai ned, and then also infectious di sease narker

screeni ng.
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The next point then feeds back to sort of
sone sumary estimates, and then finally goi ng back
into actually representing to donate again at
another tinme in the donation year, and what happens
then, though, is you restratify the donor base
because it involves repeat donors and then al so new
donors conming in, but all of those people aren't
obvi ously necessarily presenting at the sanme tinme.So | hope
to nake that a little bit nore clear in
just a second.

So what is this design and what is this
model ?  So all nodel paraneters are estimated using
year 2000 Blood Centers of the Pacific data. It's
a cohort sinulation. Probabilistic sensitivity
anal ysis through Monte Carlo simulation. [It's not
a mcro sinulation, and what | nean by that is that
I am not counting the individual experience of
i ndi vi dual donors. |Instead, we're using those
stratified age and gender groups to nmake broader
statenments about general groups in the popul ation

Costs or results are determ ned from both

the societal and the bl ood bank perspectives. In
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this particular iteration of the nodel, the focus
i s whol e bl ood donation from all ogenei ¢ donors, and
the tinme horizon is one year.

The key factor in the nodel, of course, is
the 56 day post-donation deferral interval, and
what we used that to do was we took that, cut that
into instead of being 56 days to two nonth
intervals and created six cycles over the course of
a year to look at. So the nodel was intentionally
designed this way so that you could either |ook at
events throughout an entire year or acute events
during a two-nmonth interval

I should say that the nodel is scal able.

I will show you a little bit of the nodel. 1 can
set the initial cohort to whatever is the rel evant
val ue, fromthe purposes of Blood Centers of
Pacific data, that's about 120,000 presenting
donors in a given year, but that could be a mllion
or it could be a thousand, and you can still sort
of, at |l east, deternine scale effects.

So and then finally through what if

anal yses or sensitivity anal yses, you can | ook at
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different--how di fferent paraneters, changes in
di fferent paraneters mght influence the nunber of
units that are obtained.

I"mnot going to spend any tinme on this.
Suffice it to say this is the core nodel. There's
alittle bit better indication of it here. What
happens in this nodel is that you're making a
deci si on between Policy X or Policy Y or perhaps
t hi nki ng about an event. Donors come into donate.
From then on, what happens with each individua
denogr aphic group, the probabilities are different,
but the nmpodel structure is the sane, and that's as
presented right here.

So you can see the first tinme donors.
There's a simlar line that would be for repeat
donors. First tinme donors are either eligible to
donate, determined to receive a short-term
deferral, a long-termdeferral which we define as
bet ween 57 and 365 days in length, or a pernmanent
deferral which are true pernmanent deferrals, three-year
deferrals and up to five year cancer-rel ated

def erral s.

file:///C|/JANUARY/0106DHHS.TXT (185 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

186

Fromthen, you're either able to donate or
not, meaning you faint, the phlebotonist can't
| ocate a vein, these kind of issues. After that,
if awunit is successfully collected, it goes into
screening. |If it then nmeets the screening
requi renent and al so then nmeets sort of appropriate
wei ght requirenents, it's not a short, then it
actually can be a unit that's cleared for rel ease
or processing into other conponents.

kay. So this by way of just exanple is
totry to denonstrate that truly there are
differences in the risks of people being classified
as a short-termdeferral, a long-termdeferral or a
per manent deferral based on age and denographics or
age and gender and specific.

So inthis table, I'"'musing the referent
group as nal es who are 55 years or ol der, who are
repeat donors, and then you can see relative to
that category sone donors such as actually first-time donors
who are ol der have a nuch hi gher
I'i kelihood of actually being deferred, permanently

def erred even.
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So to just kind of go back to the actua
structure, it's eight denographic groups based on
15-year age intervals. There are nine outcone
paraneters estimated for each denpgraphic group
wi thin each two-nonth period for the nodel year,
and there are the six cycles over the course of the
year.

Al of the nodel probabilities reflect the
frequency of events observed in two-nmonth intervals
of BCP data, and the nodel then has 432 event
probabilities in the baseline.

Ckay. So, results can be generated in
terns of two-nonth intervals or any nmultiple
thereof with respect to transfusable units
obt ai ned, deferrals characterized by duration,

m scol | ecti ons, underwei ght or overwei ght units,

di sease marker positive units, and then also tota
and per unit cost for bl ood bank perspective and an
estimated cost for the societal perspective.

I amnot going to talk about the costs
today. | think that the focus is nore on issues of

the sufficiency of the supply with respect to
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pandem c fl u.

So once again, this is just a slightly
complex table, but the idea is to just sort of say
when you break down the denographic groups, the
donor base into denographic groups, you then see
differences in inmpact. It's difficult to see here.
I think I won't spend any tinme on it, but you can
get output for all those various kinds of
categories, a short-termdeferral, the unit cost
for individual donors, and so on and so forth.

Now, this slide is not really about nodel
validation, but it is about kind of toward
val idation, so we devel oped this nodel using BCP
data. You then run the nodel and you hope that the
nmodel then reflects what the actual data was. And
so the purpose of this is just to show that
general |y speaking, the nodel tracks what you
actually observe in BCP data pretty well

There are sone divergents and | believe
that you were provided with the paper. There are
some further explanations for why we believe those

di vergents happened particularly with respect to
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first-time donors collections screened.

So what doesn't the nodel do? The nodel
with respect to costs | ooks at nean costs and not
incremental costs. | think that it would be really
interesting to think about what are increnental
costs of replacing deferred donors, but this node
can't do that, given the way that it's structured.
It's a supply nodel. It does not address denand or
utilization. And also the nodel doesn't fully
track the experience of the nost dedi cated donors

who come in in that 56 to 61 daytime period

I will also just make a conment that |
understand the nodel well, and |I'm going to show
you a few of the details in the nodel. | think you

mght find it alittle bit confusing so it could
benefit froma little nore user friendly interface.
Wth respect to sone additiona
limtations, it doesn't include components. It
doesn't include outdates. Once again, the nodel
paraneter specific to BCP. The cost paraneters may
overestimate the cost of obtaining whole units of

bl ood. And there are sone issues with respect to

file:///C|/JANUARY/0106DHHS.TXT (189 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

whether it fully accounts for societal costs.

Ckay. So what | wanted to do is spend
sort of the remainder of the time, after having
ki nd of introduced the nodel, tal king about how the
nodel then m ght be useful in thinking through
pandem c flu. So these are sone of actually the
assunptions in the DHHS docunentation that |'ve
seen.

The community will be affected for six to
ei ght weeks. That's particularly convenient from
the standpoint of the way that this nodel was
devel oped and that it |ooks at two nonth intervals.
Mul tiple waves coul d occur so that you could go
into a new cycle, but in specific, about what |
wanted to show today as sort of prelimnary data,
| ooking at the attack rate of overall 30 percent,
but perhaps higher for children, in the case of the
model |'mcalling children 16 to 24-year-ol ds.

Sone m ght disagree. But then for working adults,
a 20 percent attack rate.
So what does that mean? Could we put that

in the nodel? Well, | did, and | will perhaps see
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if I can--now, 1'll show you the nodel. So |'ve
definitely tried to blow this up, and the
di sadvant age of doing this is that you cannot see
the whol e page at one tine, but for a given thene,
we could actually set, once | set--like | said, the
actual presenting donor cohort to whatever
appropriate size. That cohort is then broken down
based on the percentages observed in any given data
source into the age group and then gender specific
things, and then noving over, you have the cycles,
and you have the percentage of donors within that
denmpgr aphic group that present in that cycle, and
then here actually is where | started to try to
i ncorporate pandem ¢ flu assunptions.

| used the January-February interval as an
exanpl e, and these were the assunptions that |
made. Mdst likely, |oss would be 40 percent in 16
to 24-year-olds, 20 percent in other age groups.
Always trying to incorporate sone |evel of
uncertainty with respect to it, | actually said,
well, what if it was 30 percent to 50 percent in 16

to 24-year-olds and ten percent to 30 percent in
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ot her age groups?

So that feeds into a series of pages that
|l ook Iike this. And so what happens is you then
break, and this is sort of that core structure that
I showed you, you then break the donors into first
time versus repeat donors, and then there is a
series of probabilities that foll ow from what ever
happens with respect to what you observe in the
dat a.

That then goes back to the output file and
the output file actually includes all of these
various paranmeters that | had tal ked about. Nunber
of successful donation attenpts, nunber of first-tinmes who
visit during a certain cycle and so on
and so forth, so going all the way through.

Ckay. And that's probably enough of the
nmodel for right now So, with those assunptions
specifically focused on the January-February tinme
period, in the normal year, Blood Centers of the
Paci fic sees about 17,000 16 to 24-year-old donors
during that tine period. There's an uncertainty

around that. Fairly tight uncertainty in that year
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in, year out, but there's not a lot of variability
unless we try to scale up and recruit nore donors.

However, then in the face of pandenmic flu,
actually you see a pretty significant donor |oss.
I"'msorry. | think I've made a m stake. In
January through February, you have a total of about
17,000 total donations. That's not specific to the
16 to 24-year-old groups. That's total donations.
Overall, you then actually with pandemc flu and
those assunptions that | described, you see a |oss
of around 3,500 to 4,000 donations. That would
represent a 22 percent loss. Incorporating that
uncertainty of those values | gave you, that would
be about 20 to 26 loss within that interval

And it shouldn't be a surprise at all to
think that if you've broken the denographic--the
donor base into denographi c groups, essentially
what this is it's a very fancy wei ghted average
cal cul ation of what the inpact would be.

I didn't go through and nodel whet her
there woul d be recurrence since you would think

about what mi ght happen in the March to Apri
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interval at this point. |It's just sort of a
prelimnary look at this to see whether there's
interest in using these kind of techniques to think
t hrough pandemic flu.

But | think there's an inportant point to
make, which is | think it mght lead to an acute
shortage over the course of the year. |f you | ook
at annual i zed year results, you're going to see a
relatively mnor inpact as things return to normal,
and | think it's always that tinme interval is going
to be critical in terns of thinking through what
the inpact is going to be.

kay. So I'mgoing to finish up just
saying that right now the nodel is undergoing an
update, and that update is actually using bl ood
systens data from 14 blood centers and we're
redoi ng the nodel addi ng those paraneter val ues so
that it has greater generalizability.

In addition, we're actually incorporating
doubl e red blood cells. At this point,
specifically because we will still define

denographic groups in terns of their eligibility to
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donate, but then you're either shunted into a sort
of double red cell collection nodule which has a
different time interval, 128 post-donation
deferral, or the standard whol e bl ood collection,
and | just wanted to acknow edge peopl e who have
partici pated and provi ded data for this, and with
that actually I will take questions.

Thank you.

CHAI RVMAN BRACEY: Thank you, Dr. Custer
Are there questions fromthe comittee? Dr.
Sayers.

DR SAYERS: So this nmodel then woul d

enabl e you to predict how you woul d have to enhance

doubl e red cell collections to make up for whatever

| osses you might anticipate during the first wave

of the pandem c?

DR. CUSTER: | think that's correct. The

intent would be to then | ook at those tradeoffs, so

if you saw once again that soneplace there was
evi dence that pandemic flu was coning, and you
tried to shunt as many donors as you could into

doubl e red cell collections during that acute
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interval, you would at |east begin to offset that

supply to sone degree, and this nodel would be

capabl e of |ooking at those tradeoffs.

It also, you know, with respect to that,
you could also think of if you really do, as you

nmodel things out, think that there's going to be a

severe inmpact perhaps, you think of altering

deferral criteria and any sort of decision that's

made in ternms of altering deferral criteria that

mght up eligibility to donate in a certain
interval could be incorporated into this nodel

| ooked at al so what the inplication would be in
terns of the avail able supply.

CHAlI RVAN BRACEY: Dr. Bl oche

DR. BLOCHE: Could you say sone nore about

how you estimate the reduction in donors or numnber

of donations?
DR. CUSTER: Sure. Are you meaning
specifically with respect to that slide that I

of estimted?

DR. BLOCHE: Yeah. For instance, the 20

percent anongst the so-called adults, the above 24
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years?

DR CUSTER Yes. What | did there is
actually | ran the nodel as though there weren't
the pandem c flu assunptions. Then | ran the nodel
with the pandenic flu assunptions and it was just a
question of cal cul ating, adding up the total numnber
of units that were lost in the face of actually
with the pandenic flu assunptions and then just
doi ng a percentage based on the standard supply.

DR BLOCHE: And when you refer to the
assunptions, are you tal king only about people
getting sick or are you incorporating hunkering
down ki nds of responses, various subjective or
pani ¢ responses or the other factors?

DR. CUSTER: | haven't thought through it
nmore formally than just include sort of those
estimates of the attack rate. So only the attack
rate, only the assunption that those people who are
sick, either do or don't cone into donate. Exactly
what's driving that, this doesn't get at sort of
that finer information and it doesn't explicitly

i ncorporate sort of people's unwillingness to cone
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into a center to donate.

DR. BLOCHE: So to the extent that people
are nore reluctant in general to go out into the
public space, the nobdel underestinates the
reduction?

DR. CUSTER: The nodel would definitely
underestimate that because if you just have people
who are unwilling to come to a center for whatever
reason, then the inpact would be nore than just
per haps the peopl e who becane sick

DR. BLOCHE: Right.

DR. CUSTER: And the inpact could be even
nore severe, and an acute shortage of whol e bl ood.

DR BLOCHE: It does strike ne that
per haps | ooki ng at the SARS experience or other
recent experiences, one mght be able to cone up
with some nunbers to very crudely estinmate the
hunkeri ng down effect.

DR CUSTER  Uh- huh.

DR BLOCHE: Then you could factor themin
and cone up with sone other final estimates of the

| oss of --
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DR CUSTER. Yes, definitely you coul d.

CHAI RVAN BRACEY: Dr. Epstein.

DR. EPSTEIN: In a sensitivity type
anal ysi s, how nmuch does the age stratification and
the tinme stratification really get you in terns of
the effect on the estimate? In other words,
there's a cruder cut yet, right, which is you just
take the averages across.

DR. CUSTER: Well, | guess part of them
showi ng that sort of changi ng nean age of bl ood
donation over the course of the year is trying to
get at that. In the case of sonmething like
pandemc flu, | don't think that it's wi se
necessarily to just nake broad averages because
think that you have differential inpact and beli ef
in differential inpact, and al so you see that you
have differential kinds of donations fromthe
di fferent age groups.

In sonething that's a different kind of
policy or event that nore broadly affects al
i ndi vidual s the sane over a |longer time period, you

may not need that careful stratification.
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DR EPSTEIN: Yeah, | understand that, but
I"masking a quantitative question. Wat |I'm
saying is having done all this stratification, how
much of a difference does it nmake conpared to the
average cal cul ation?

DR. CUSTER: | haven't done the average
calculation, so that's a difficult thing for ne to
say. Wat | can say different question altogether,
but even using these sane kind of nodeling
technique, and this is not going to exactly get at
your question, but it is | think relevant, you can
see a denonstratable difference in the cost of
obt ai ning transfusable unit of blood fromthe
di fferent denographic groups.

And so | think that there is at |east
suggesti on of evidence there that the finer
stratification can be relevant and may be rel evant,
but | have not formally | ooked at it.

CHAI RVAN BRACEY: G ven a linmted quantity
of vaccine, we may not be able to vaccinate al
bl ood donors, and so one of the discussions that we

had was, in essence, trying to devel op strategies
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for vaccinating comitted donors.

Woul d your system or your anal ysis be able
to tease out estimates of where we night target
t hose vacci nati ons?

DR. CUSTER. Well, certainly fromthe
perspective that if you were going to target your
nost productive donors, your npbst productive repeat
donors, one could further stratify and actually say
not |losing themfromthe supply based on the fact

that you had previously vaccinated them woul d | ead

to "x" percentage increase so | think it's
f easi bl e.

I haven't thought through formally how you
woul d exactly incorporate that additional bit of
information, but if you had specific denographic
groups that you wanted to focus on, the nodel is
definitely capable of doing that at this point.

CHAI RVAN BRACEY: Okay. O her questions
fromthe conmttee? Thank you, Dr. Custer. Thank
you.

The next speaker will be Dr. Shiman Zou

who | mistakenly introduced earlier, and let me do
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that again. Dr. Zou is the Senior Scientist with
the Transm ssi bl e Di seases Departnent of the
Hol | and Laboratories of American Red Cross

Bi omedi cal Services |ocated here, well, in
Rockvi |l | e.

Dr. Zou has been very active in the study
of transm ssible diseases, and Dr. Zou today will
speak to us on Assessing the Potential |npact of
Pandem c | nfluenza and Ot her Emerging Threats on
the Availability and Safety of the U S. Bl ood
Suppl y.

DR. zQU: Thank you, Dr. Hol mberg, for
inviting nme. | guess it's going to be difficult
for me to do this talk after so nany good tal ks,
especially the ones by Steven and Bri an because
we' re basically tal king about the sane thing.

The topic of ny talk is Pandem c Influenza
and the Blood Supply. It's only a study proposal
I think for the conpleteness of nmy talks, 1'lI
still go over these issues even though | know you
have heard a | ot and you rmay be tired of hearing

this again.
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So as we know, pandem ¢ influenza can be
caused by--that's what | was told when | was in
school --by antigenic shift, which is caused by a
reassortnment and mxing infections in pigs. That's
the theory at that tine.

But now it's apparent than even humans
could be m xing vessels. So we have a direct
junpi ng across species which is a newer phenonenon,
and avian flu and hi ghly pathogeni c avi an
i nfluenza, H5N1 and H7 and ot hers.

The pandem ¢ potential of existing avian
viruses in humans. As we have heard so many tines,
the viruses can directly infect humans, but the
transm ssi on from human-to- human i s very
inefficient. But even so, it does occur.

So to nme the existing avian viruses have a
| ow epidemic potential | have to say as they are,
but they can change. | was going to say the risk
is these viruses can nutate very rapidly because
they can cause severe di sease in humans al ready.

So if they do nmutate and further adapt to an

efficient transm ssion anong humans, so that's the
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real risk we are tal king about right now.

So in terns of the blood supply, as you
know, the Red Cross has 35 regions across the
country. W have about four mllion donors
annual | y donate over about seven million units.

So the challenges to the bl ood supply, not
only Red Cross, but the whol e bl ood supply, has
been safety which has been very safe right now, but
we paid a higher price as well

And then now we focus on, I'Il talk about
al so availability, especially in difficult tines
and also for certain products. So this has
rel evance for nodeling for prediction. And of
course, contingency planning and accomodation is
always a difficult issue Iike follow ng the
Septenber 11 attack, but | think this tine after
Katrina, we did a nuch better job.

So what coul d happen to the bl ood supply
when pandemi c influenza occurs? First, let's |ook
at safety. W have heard that virem a can occur
anong i nfected individuals, but the chance may be

|l ow, especially in asynptomatic infections, and
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also to me a very inportant issue and we have heard
again and again, is the influenza's normally is
transm ssion is through a respiratory tract, and
can al so occur through epitheliumcells, but

whet her the virus transmitted through transfusion
can cause infection or can cause the sanme kind of

i mpact infection we don't know.

So the only way, according to the
i nformati on we have right now, so | think the
potential inmpact on safety side should be small.

O course, | cannot say it's zero.

Now, let's | ook at the potential inpact on
the availability side. | did a very, very crude
cal cul ation based on a nodel which was prepared by
CDC published in 1999 by Martin Meltzer and others,
so in a nodel the assunption was attack rate from
15 percent to 35 percent and also a | ower
i ntervention was included in another nodel

So when | used the nodel, | didn't use
assune any self-deferral by potential blood donors
and also | didn't include, nmake a reduction in

donations due to a panic or unwllingness to cone
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out and donate, and | didn't include any additiona
deferral by FDA. So just basically plug in the age
distribution of regular bl ood donors into the node
and cone out with a nunber which is eight to 19
percent of blood donors could be infected, and 97
of those would have no need for hospitalization

And | also tried the sanme thing for Red
Cross enployees. At that tine, | only used the
enpl oyee data fromone region. Actually last night
I got the data fromthe whole Red Cross, but |
didn't have tine to do the calculation. So assume
| used the same nodel, same attack rate, 15 to 35
percent, the sane assunption, no intervention, and
al so | assuned no reduction in reporting to duty
due to panic or unwillingness to cone out and work,
and no additional |oss due to quarantine by di sease
control authorities. So the result was eight to 18
percent of blood supply workers coul d have been
infected and coul d not report to duty.

However, as | said, some of the bl ood
donors and bl ood supply workers nmay have to stay

honme to care for fanmly nmenbers who are sick
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because they are infected by influenza. Mre
donors and workers nmay be unable to or be afraid or
unwi | ling to show up for various reasons.

And also | would like to mention in the
rough calculations | did, | didn't break down |ike
for bl ood donors, for example. Blood donors of
certain conponents |like platelets may be different
from ot hers because the demand rmay be different.
The inpact during a pandenic rmay be different.

In ternms of staff who are working in bl ood
coll ection, process and delivery, | didn't break
down into like here, for example, critical staff
like nyself. Even if I"'mworking for Red Cross, if
I"msick for eight weeks during a pandenmic, it
doesn't inpact the Red Cross blood collection at
all, but if sone people in the central testing are
sick for eight weeks, that will have a huge inpact,
so that hasn't been built into the very crude
cal culations. So those nunbers just give you a
ki nd of ball park.

We just talk about the supply side, so

al so, as we have heard nmany tines, we need to | ook
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at the recipient side, the demand for bl ood side,
because during a pandemic there will be an inpact
as wel | .

So that could be reduced. Admissions to
hospital s, and hence reduce the need for
transfusion. So if there is an inpact, how rmuch?
And al so as we heard, del ayed el ective surgery
stuff. There could be also reduced need for
transfusi on anong hospitalized patients who are
al ready in hospital but because of pandem c, so
there could be a reduced need because of
cancel | ati on or postponenment of surgeries, et

cetera, et cetera.

And even the hospitals may not have enough

staff to do all the work. So, just one point |'d
like to nention is | did |ook at the data
available, | think in the US., roughly half of the
bl ood was for nedical treatnents and half of the
blood is for surgery, very rough data.

I was trying to get data about elective
surgery, how rmuch of the bl ood was used for

el ective surgery. | couldn't findit. And | was
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trying to contact the Agency for Health Care
Research and Quality because they, | amglad to
find out, they have established a system It's
called the Healthcare Costs and Uilization
Project, which basically has random sanpl e of
hospital s across the country, so they collect some
data, but | haven't | ooked at the data yet.

I got an e-mail last night, but | didn't
get tine to look into the data elenents to see
what's available, what's not. So fromwhat | have
found so far, if we assune |ike half of the surgery
is for elective surgery, for exanple, that could
be, during the pandem c, we could have a reduction
in demand by a quarter, because half of the bl ood
is for surgery, half is for nedical

If we assunme that nedical treatnents are
essential, we cannot delay at all. If we can
assune half of the surgery like treatnents are for
el ective surgery which could be delayed, so that's
a quarter reduction, but just a ball park. As I
said, | haven't |ooked at the real data fromthe

Agency for Health Care Research and Quality, so
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can't really say.

So to nme, the questions are by how nuch
wi Il the reduced need for transfusion be including
for different conponents? And by how nuch were
staff absence affect the blood supply? And by how
much will various factors affect the donors
donation? Here we can single |ike donor
denographi cs and al so coll ection size, sponsoring
groups. These are also inportant because if nmany
groups cannot sponsor collection anynore during the
pandemc, if many sites are not available, this
wi Il have inpact as well. And how nmuch inpact will
different intervention options have on bl ood
availability?

So we can propose a lot of intervention
options, especially in enmergency or during a crisis
i ke pandemic flu without enough tine to assess
i mpact. The inpact could be huge. As | was
talking to Steven during lunch, |ike when we did
ri sk assessnent for CIJD, at that tine, based on a
very rough survey of donors who traveled to UK, we

estimated the inpact could be one percent, but as
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we all know, like the inpact, the true inpact is
much nmore than one percent because we didn't take
into account those people who self-deferred because
of the policy.

So these are inportant issues. Wen we
propose new policies, we have to think about this
careful ly.

So what's needed? So to me we did a node
that can incorporate many uni que aspects of the
bl ood supply systemincluding |like the donor
donation, donor deferral, blood collection,
screening, processing and delivery. W have heard
like delivery will be inportant as well and not
only for supply but also for products. And staff
attendance and production capacity. Recipients and
their transfusion needs for different conponents.
And al so mitigation efforts such as inter-region
transfer of certain products could be limted but
may still be possible. And also we heard a | ot
about the uniqueness or inportance of platelet
availability and pl atel et apheresis collections.

And al so the nodel should be able to all ow

file:///C|/JANUARY/0106DHHS.TXT (211 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

212
ready assessnent of inpact of changes in various
el ements that may affect supply or demand and
assessnent of intervention options such as what we
heard--antivirals, vaccination, provision of care
for sick fanmly menbers of key staff nenbers, and
reduced adni ssion of certain patients to hospitals,
and post ponenent or cancellation of certain nedica
procedures, and additional donor deferral options.

So we proposed a study. Actually the idea
was generated in the |late 2004. At that tine, the
i dea was to devel op a nodel for the blood system
and then to use the nodel to describe the
successful story of West Nile. You know we can
learn frommstakes. W can learn fromfailures
We can also learn fromgreat success |like the Wst
Nile control is a great success.

So | wanted to use a nodel to describe the
success we have had so far with West Nile, and we
did include the pandemic flu as once we have done
with West Nile. W can use that for pandenic flu
and ot her things once we have a nodel established.

But | didn't--1 never got tinme to work on
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it because we got other things to do. But anyway,
the idea we had was to establish a nodel for the
bl ood supply system The nodel shoul d be based on
wi dely avail abl e software and al so based on
existing data from Red Cross and ot her sources and
al so have a nmultiple conponents, but these
conponents are also linked to each other, and the
nmodel should be validated so testing in different
popul ati ons.

This just gives an overvi ew of what we
t hought about that. We didn't really have even a
picture of the nodel. So the idea was to start
fromthe general population to the recipients. So
for the general population and for bl ood donor
popul ati on, and al so bl ood components and al so
patients need in hospitals and all those kind of
probabilities fromone group to another or from one
stage to another. It is the balance of bl ood
supply to demand by conponents.

Just to give you an exanpl e of sonme of the
components. For exanple, this is about el enents of

the bl ood donor conponent of the nodel. W have
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gender, age, race, education, conposition of US
popul ati on because they have different donation
rat es.

And al so the change in pattern over tine.
At that time, | was interested in the seasonal and
al so the long-terminpact because we did a study,
kind of internal study, there is a change over
time, both long-termand of course seasonal. W
heard about seasonal today.

And al so conposition of first/second tine
donors, and the repeat donors and the regul ar
donors or nmore conmitted donors. Retention rates,
donation frequency and bl ood drive type, and
sponsor type, and the staff capacity, gender, age,
contingency capacity especially for key operationa
units.

Donor health history deferral rates of
di fferent donor categories, and al so infectious
di sease and marker positive deferral rates of
different categories. And also inpact entry for
reduced presentation during a crisis such as

pandem c fl u.
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This is anot her exanple of the nedical
exam and health history deferral conponent. The
el ements could include like donation interval. As
we heard today, there could be changes over the
interval as well. Could have a shorter interval or
could have a longer interval, like as we heard for
woren, for exanple, some proposal, a |onger
interval, so there could be changes so | would |ike
to incorporate that into the nodel as well

And al so we have physical deferrals like
tenperature, blood pressure, pulse, weight,
henogl obi n and i nspection of arns, and deferral for
donor safety questions, deferral for general bl ood
safety questions, deferral for specific bl oodborne
or sexually transnmitted infection questions, and
deferral for potential new or energing threats for
which there is no screening test, deferral for
ot her questi ons.

And al so deferral like different deferra
peri ods, and al so the changing pattern over tine as
wel |, seasonal and long-term and deferral rate for

different categories. And also donor reaction
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foll owi ng donation and other related factors.

And for the bl ood demand side, for the
reci pient side, these are the el enents we thought
of, like utilization of different bl ood conmponents
by recipients and the conposition of recipients by
dempgr aphi cs, di sease categories, procedure
categories, inmpact in entry for reduced adm ssion
or demand during a crisis such as pandenic flu and
al so entry for proportion of transfusion that can
be del ayed or canceled in a crisis situation.

So once a nodel is established, the plan
was to or is to use the nodel to assess the likely
i npact of pandenmic influenza.

This part of the nodeling night be
different. Sonething would be built based on the
nmodel | just tal ked about for the blood supply
system but because of the dynanmic nature of flu
pandem c, we may have to introduce some new
di fferent conponents, nmaybe a dynani c conponent,
and the likely inpact on both supply; that neans
donor and bl ood center. Also dermand; that means

reci pients and al so hospitals.
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And infection of blood donors. Further
reducti on of donation due to other reasons, and
infection of staff and further reduction of staff
for other reasons, and also inpact on transfusion
needs by conponents, and of course the risk of
transfusion transmssion. So it could be | ow
according to the informati on we have so far.

Then we use the nodel to evaluate
intervention options |like we can eval uate whet her
reduced attack rates or how much will be the
inmpact. So that will probably be done through
general public health neasures, and also if we have
measures to protect bl ood donors, to protect supply
wor kers, antivirals, vaccination and others, and
al so cancel or postpone certain transfusions, and
of course to introduce new donor deferral options.
Hopeful ly, we can have a chance to do the
eval uati on before we inplenment somet hing.

So what are available? | think we should
have general epideniol ogic data on influenza. CDC
is very good at collecting data. And also | guess

WHO wi I | have sone data about the gl obal picture.
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And about donor donation data, we have the
data and other presenters have the data as well.
And donor deferral, sanme thing. Donation
managenent, staff capacity, that should be
available as well. As | said, | got sone data even
just last night.

And al so utilization of blood products
data. As | said, the Agency for Health Care
Research and Quality has--HCUP, Healthcare Cost
Utilization Program But fromtalking to people
briefly, the data may not be as good as | thought,
so we nmay have to do some studies in hospitals, for
exanple, find out how nuch of the blood is for
el ective surgery which could be postponed or
del ayed. This is inportant information for the
nodel i ng process if you want to get a bal anced
pi cture of the supply and the denand.

And, of course, the experience with
rel ated di seases such as SARS, which | would say a
bit nmore about the comment | made before [unch.
Actually afterwards, a lady talked to me. | think

it's a very good point. The likely inpact about
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the SARS, which is different frominfluenza,
because SARS as you know, the case fatality rate is
very high, |like 60 percent.

So with pandemic flu, | don't know It
could be, people may think it was staff m ssing,
it's not as nuch as SARS, so they may be waiting
to, nore waiting to come out. W don't know. So
guess we nay need to do nore study to find out.

But neverthel ess, the experience with SARS shoul d
be very, very useful. And, of course, research
results on health care providers

So what's next? W plan to organize
wor ki ng group on pandem ¢ i nfluenza and bl ood
supply and then this group will help us to | ay out
nmodel i ng franmework, and then we, of course, need to
seek advice and comments fromrel evant experts on
the framework and to optim ze the nodel design

Here I1'd just like to elaborate a little
bit. | didn't do the nodeling exercise nyself, but
I was involved a little bit. | think, actually
you're the real experts to judge whether nodeling

is good or not. Don't even |look at those fancy
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equations. If you look at the input elenents,

you |l ook at all the four elements, if you | ook at

the maj or key paranmeters, you can get an idea how

good a nodel is.

As far as | can recall, fromthe history

of epidem ol ogi cal nodeling, many of the nodeling

results are just junk. But a few cases, the

nmodel ing results did conflict with conventiona

wi sdons, which |ater on were found to be correct.

So nodeling is good in that it suggests inportant

cl ues.

Also, |like if the conventional wi sdomis

not good, it's not right, the nodeling results

woul d be very critical, but any results from any

nmodel i ng shoul d be verified no matter how fancy the

nmodel i s.

So | think that's an inportant conponent,

and then of course we want to nodel the bl ood

supply system followed by the inpact on flu and

ot her things.

So expected results. W hope to have a

nodel for the system That's what we wanted to do,
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and | think this tinme for the flu purpose, we

should do it. So the idea is the nodel will

reflect the entire process frompotential donor to

reci pient including nmajor influencing factors or

el enent s.

And the nodel can be used to assess the

ef fectiveness of inpact, an inpact of intervention

options, and can be applied with, of course,

nmodi fications to other situations. I'msure there

will be other events, other circunstances which we

may be able to use the nodel as well. So of

course, the second set of results will be for the

estimated i npact of pandenmic flu on the bl ood

supply.

And now I'd like to acknow edge, we have
ARCNET Study G oup which represents the Red Cross,
a lot of work of interested researchers and peopl e
and staff. Roger, Chyang, Sue, basically they
initiated the whole thing. | joined the Red Cross

just a few years ago, so--and we have physici ans

from bl ood centers and al so we have regi ona

and al so staff from ny group
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Thank you.

CHAI RVMAN BRACEY: Thank you, Dr. Zou. W
have a question fromDr. Epstein.

DR EPSTEIN:. Thank you. | have both a
comrent and a question. W' ve now heard three
di fferent nodel i ng system approaches, by Dr.
Anderson from FDA, by Dr. Custer from Bl ood
Systens, by Dr. Zoo from Red Cross, and indirectly
we heard about the CDC nodel which was not actually
presented to us. And I'mstruck by the fact that
these nodel s have, of course, sinilarities and
di ff erences.

The major difference that | pick up onis
one of stratification. |In other words, the anpunt
of stratification in the underlying variables, and
it would seemthat the stratification that you're
hoping to develop in the Red Cross nodel is a bit
nore detail ed than what we heard fromDr. Custer

In terns of the nodeling approach, it
seens to be generally simlar which is that you
| ook at the different denographic strata, how they

behave over the course of a year, which is to say
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seasonality, and then you estinate the outcones in
terns of the yield rates fromdonation

So ny question really here is, well, how
much cooperation can we expect anong the different
nmodel i ng groups? And shouldn't we attenpt to
foster that? And also one direct way of getting at
this would be to see whether the nodel devel oped in
one set of hands applies to the data set generated
i n anot her set of hands.

So, for exanple, would the Red Cross be
willing to plug in the Red Cross denographi c data
and see how predictive the BSRI nodel is for the
basel i ne behavi or of the Red Cross systenf

Because it would be very, very inportant,
I think, to learn whether those systens really
behave the same way or not, and of course, if they
don't, then one thing we've learned is that we
really need, you know, regionalized or system
specific nodels rather than a national nodel.

And then | think that you've pointed out
that it would be extrenmely useful also to try to

val i date these nodel s by | ooking at how t hey woul d

file:///C|/JANUARY/0106DHHS.TXT (223 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

have predicted actual behavi or as was observed in
the cases of SARS and | would add 9/11 di saster and
al so some of the shortages that we experienced.
We've had in the last three or four years, a couple
of periods of rather severe blood shortage, and you
know what woul d the nodel s have done in those
epochs and isn't that a way to also test their
accuracy?

So I'mall for this because |I think we
need to do as nuch of this as we can in order to
understand the system and figure out the val ue of
candidate interventions. | also generally speaking
|ike the idea of redundancy. | nean, you know, two
heads are better than one, four heads are better
than three.

But | think we shouldn't miss the
opportunity for a little bit of conplenmentarity
and, you know, test each other's nodels wi th each
other's data and see what we can learn fromthe
di fferent nodel i ng approaches.

DR. zQU: Thank you, Dr. Epstein. | think

I can tell there are three questions. The first
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question is the difference of the nodels. Actually
| talked to Steven during lunch already so |I--and
then | listened to the talk by Brian. Actually I
got a paper of Brian's group. These nodels, as
mentioned to Steven during lunch, the idea | had
initially for my nodel is Markoff process. Because

that's the one | used for ny hepatitis C nodeling

when | was in Health Canada.

Because especially the nodel is very

straightforward, you can |ook at, you can change
all the paraneters, and once you change one, all
the rest is changed. So because |I'm not a nodeling
expert, I'ma nedical epidemologist, |I find that

kind of nmodel is very user friendly. But | didn't

devel op the nodel. | used that nodel for ny
pur pose. The nodel was devel oped by a conpany

whi ch gave us perm ssion to use the nodel.

So that's the npdel | had in m ne. But

haven't--as you can see, we haven't done the
nmodel i ng for these purposes yet, but after

listened to the tal ks by Steven and then Bri an,

actually all the nodels, | should say, are the sane
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famly. This kind of decision analytic type of
nodel , and ot her nodels | have seen so far talk
about basically determnistic type of nodeling, no
stochastic process has been incorporated, which in
ternms of influenza night be necessary.

So you are right. These nodels are very
simlar. They're different because Steve's nodel
is classic way of proof, SIR type of nodel, which
has been used many, many times for many, nmany
di seases successfully.

Brian's nodel is decision-tree type of
model .  The one | had in mnd was Markoff process
nodel , but all of them are kind of decision
anal ytic nodels. GCkay. So that's the first
quest i on.

Second question, | think certainly we need
to like learn fromthe each other. As | talked
with Steve, | said | may have questions to ask you
and ny boss, Dr. Chang, even offers if FDA needs
data, | will be happy to work together because we
have plenty of data.

And then in ternms of the redundancy, in a

file:///C|/JANUARY/0106DHHS.TXT (226 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

way | think it's good. As | said, nodeling can
only give you a ball park. Modeling suffers from
kind of inherited Iimtations. Wen you do
nodel i ng, nost of the tinme you have an uncertain,
I'i ke uncertainty for many, many of the paraneters,
for which you don't have data. |If you have data,
just a mathematical cal cul ation, you get nunbers
right away. Because we don't have data for many of
the paraneters, we have to do nodeling to estimate
what it would be? If we assune this, what will be
the case? If we assume that, what will be the
case?

So | think in way it mght be good to have
two or three different nodels conpare with each
other. \When you tal k about the CDC nodel, that
nmodel is good in that. That's why | use it, but
it's nmostly designed for public health purposes,
for the national level, for the state and for the
| ocal |evel

I think as well | did use the nodel to get
a ball park, a rough estimate |ike eight to 19

percent, eight to 18 percent. Basically |I plug in
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the age distribution. That's why there is a
difference. Even so, the attack rate is 35
percent, from15 to 35, but | only got eight to 19
or eight to 18 because the age distribution is
different.

But there are sone paraneters in the CDC
nodel which you can nodify, but certainly not to
the extent you can use it to cover the whol e bl ood
supply system fromthe popul ation, that is the
potential blood donors to the recipient side. So
it's good as a starting point. And also nay be
inmportant to use the results fromthe CDC s node
to verify or to conpare with the results from our
three nmodel s, FDA one, the Brian's nodel and the
Red Cross nodel .

So | think you're right. Certainly we
need to work together, like, as you said, plug in
the data fromthe different sources to verify the
nodel . That's very inportant, as | nentioned in
the presentation, but a couple nore nodels may be
hel pf ul .

I think that's the--did | nmiss anything?
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CHAI RVAN BRACEY: Comment from Dr. Custer
or question?

DR. CUSTER: Actually it's a conment.
First of all, comng from Bl ood Systens Research
Institute which is, of course, |led by Mke Busch,
we are all about collaboration. Love the
opportunity to actually look at different data
sets, subject our nodel to validation against other
data sets and everything like that. | think that
that's the way you inprove any given nodel. | just
wanted to make one comrent with respect also to
Mar kof f processes and sort of the donation process.

It becones incredibly conpl ex because
you' ve got this dynamic cohort of people conming in
and so it makes it a very chall engi ng question, but
all power to you in trying to devel op that nodel

CHAI RVAN BRACEY: Yeah. One conment
related to the dynam c of people comng in and
perhaps it would serve as a rem nder in terns of
the i nportance of defining blood as a critica
pi ece of the infrastructure, because | would

i magi ne that as there are shortages in the
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wor kpl ace, i.e., if only 80 percent of the workers
be that can show up, then it's less likely that
those places mght be willing to sponsor a bl ood
drive unless if they really understand that this is
a critical elenent of our nedical infrastructure.

So, again, as we discuss |ater on, how
we' |l position the blood industry in the pandemc,
I think it is really inportant that we seek
col l aboration with our private partners as well as
the public partners.

Any ot her questions?

DR. KUEHNERT: | just wanted to maybe make
a suggestion. | see you were |ooking at the HCUP
data from ARC and that is frommy recollection
state-based surveillance. |It's nice because you
can access it pretty easily, but it's sonewhat
limted, and | don't know if you' ve |ooked at a
nati onal hospital discharge data which has the
advantage that it's free but is maybe a little bit
harder to work with, but you night want to consider
t hat .

The limtations of HCUP is that it's, |
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don't think they're yet in 50 states, so it's only
a sel ect number of states, and if there's biases
geographically, then you're going to--the data is
goi ng to be skewed.

DR ZOU:. Yeah, you're right. It's a
sampl e of several hospitals. | think it's about 20
hospitals. Actually | got about half of the bl ood
is for nedical treatment and half is for surgery.

I got that fromthe hospital discharge data from
that agency. Yeah.

CHAI RVAN BRACEY: Question from Dr.

Sandl er.

DR SANDLER: Actually, a coment. One of
the data sets that you are nissing and that you
seemto feel is going to be inportant in your node
was how much bl ood is used el ectively and how nuch
is not elective in hospital s?

I"d like to caution you very nuch on that
distinction. W've had decades of experience of
bl ood shortages and every wintertinme and every
sumrertime | have the opportunity of trying to

di stinguish fromthe shored blood | have what's
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el ective and what's urgent, and comobn sense woul d
say if sonebody is just bleeding out there, that's
not elective, and if soneone has got a pain in the
back or a pain in the knee and they want to get it
fixed, that's elective.

I can tell you it doesn't work that way.
When we're really short of blood, there are
hospitals in this comunity that are doing el ective
surgery, that will say we're not going to close our
operating room We're going to pay our bills and
we're going to take the cases in and we want our
share of the blood. |'ve got doctors that | will
go and say, you know, you got an average of ten
units that you use for this type of back surgery,
why don't we defer it? And the answer is you go to
my patient and you tell ny patient who's waited one
year for this surgery, and has got his famly al
together, and you tell himthat you don't have ten
units of blood, so he can get his back fixed before
he becones paralyzed in his leg or so forth.

The obvious elasticity that you' re | ooking

for isn't obvious. And | would caution you when
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you get your data to nake sure it's harder than
j ust soneone surveyi ng whet her someone cane in for
a, quote, "elective" or non-elective because it's
not that elastic.

DR. zZQU: Thank you

CHAI RVAN BRACEY: Dr. Ransey.

DR RAMSEY: Thanks. | have a few other
comrents along those lines as well. And maybe this
is just fromthe perspective of a tertiary care
center and | would invite sonme of the other
transfusi on nmedi ci ne physicians to sort of envision
what m ght happen in their environnent, but a few
thoughts that | have about this would be that if
the 1CU beds are really full of influenza patients,
then that's going to have a big effect on other
types of treatnments and surgeries that would
normal |y use the | CU beds.

So for exanple, large scal e procedures
like liver transplants, if you don't have a place
to put your liver transplant patient after the
transpl ant, because the ICU beds are full of flu

patients, then naybe you' re not going to be doing
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liver transplants for a little while.

I don't know. |I'mjust trying to envision
what m ght happen here. There are, in fact, sone,
probably sonme stemcell transplants that would be
somewhat deferrable in ternms of | ynphoma patients,
myel oma patients, and Dr. Wng woul d have been abl e
to address this better than I, in terns of being
able to wait for a few weeks to have the procedure
done.

There may al so be issues in terns of
obt ai ni ng donors or obtaining unrelated donors in
the environnent of a pandemic. And also in many
tertiary care centers, patients are traveling from
I ong di stances. Wuld they be able to travel for
their procedures? So those are a few things that
cane to mind to ne.

And al so chenot herapy that night be
deferrable for at least a little while. So | guess
there m ght be sonme value in sort of doing sone
Del phic analysis with clinicians about these issues
in terms of what their priorities would be in the

event and in all kinds of institutions, small and

file:///C|/JANUARY/0106DHHS.TXT (234 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

235
| arge, what their priorities would be in terns of
treating patients. W don't know exactly where our
products go in the first place which is another
i ssue, but trying to envision what woul d happen
across the scale of the health care system

The other--and there mght be less trauma
for exanple, due to less traffic, |ess shootings
except for the gun battles over the | ast dose of
Tam flu, of course. But the other serious point |
had, just in passing, would be we're all focused on
this pandemic issue, and the what's going to happen
inthe mddle of this, but if there really is a |lot
of deferral of health care until that's over, then
there nmight in the recovery phase, there could be a
bi g pent-up demand for health care needs, surgica
and nedi cal and otherwi se, in patients who have had
to wait for the epidem c to subside

So those are a few thoughts |I had. W
can, again, we can talk about these a little bit
more in the open discussion session, | guess.

CHAI RVAN BRACEY: Yeah, | think we will

di scuss those, but | would conment on the issue of
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el ective surgery. | nmean clearly that is an area

where we need to better understand utilization

patterns. W know that, at least in ny facility

routinely there are five percent of the patients

that use about 40 percent of the blood. In

specific, we also know that those patients that are

generally nore urgent procedures tend to use nore

bl ood.

So | think that issue of the elasticity of
the el ective cases really needs to get |ooked at
because oftentines there are el ective cases that

use a great deal, but a |large nunmber of them are

sort of not so heavy uses. But that's an area
where we coul d expl ore and gain nuch nore
i nformation.

Dr. Bl oche.

DR. BLOCHE: | think Dr. Sandl er's comrent

under scores the urgency of comng up with nationa

criteria for how we prioritize. If indeed the

crisis comes and we're prioritizing based on the

intensity of a doctor's advocacy on behal f of a

pati ent who has "x" versus fam ly nmenbers

y
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present for the procedure, then the sense of
unfairness, if the public becones aware of that
sort of thing, is again potentially explosive.
So we really need nore of a kind of
nati onal and equitabl e approach to this sort of

al | ocati on.

CHAl RMAN BRACEY: Could | ask are there

any nore questions for the speaker, Dr. Zou?

O herwi se we can go into our conmittee di scussion.

Any nore questions? Thank you. Thank you. Really

appreciate it.

At this point, we have two options.

first option. Well, the first option is are there

any nmenbers of the public that have a comrent to

make?

Ckay, hearing none, so, then for the
committee, our options are to proceed with the
di scussi on which the chair would be in favor of
doing. O we can take a short break. Let's
proceed with the discussion, and then after we
conclude with the discussion, we can nove into

review of draft recomrendations in terns of
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recomendations to the Secretary.

So, discussion. Dr. Sayers

DR. SAYERS: Thanks, Art. 1In the
di scussi ons of nodeling, we've been | ooking at
nmodel s for their potential value in anticipating
threats to the blood supply, but there are
circunstances where those nodel s m ght be val uabl e
as tools to nmanage occasi onal excesses in the bl ood
supply, and I think of our own experience at a
| arge nmetropolitan bl ood programwhen it was
suddenly realized that a significant nunber of
individuals with netastatic breast malignancy were
no | onger candi dates for marrow transpl antation

And we totally underestinated the extent
to which we woul d have to reduce pheresis platelet
collection. So I'mjust thinking there m ght be
opportunities to use these nodels in both the
deficiency and potential for excess direction

CHAI RVAN BRACEY: Excellent point. Karen,
Ms. Lipton.

M5. LIPTON: | just wanted to comrent on

the concept of national guidelines because | really
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do think we have to be very careful about this.
understand that there's an issue of sort of
fairness and equity and transparency, but | think
comng up with truly national guidelines in our
context is problenmatic.

First of all, the whole systemthat HHS
has set up really does defer to the states and
all ows | ocal decision-naking, even in terns of
whet her they purchased Tam flu or whether they're
going to--who's going to get vaccinated. So there
are sone recomendations, but it's really basically
left to the local level, and it becones even nore
complex in the blood arena, because even if you set
national guidelines, what could really happen in
this situation is different communities could be
af fected di sproportionately.

And we aren't in, we do not have the
ability to everyday rationalize bl ood across every
single conmmunity, and so | think that--1 nmean sone
of the bl ood organi zations--we have a history in
the past of trying to set very generic guidelines,

but beyond that, |I think it becones very, very
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difficult to try to, you know, legislate froma
national |evel usage, and it isn't quite like
organs. So--

CHAI RVAN BRACEY: Actually that's an
interesting point. | think that clearly what
usual 'y happens in a regional environment is that
there are nedical societies that take
responsibility for policies in terns of delivery of
care. One of the things that | think, though, that
can be done is that the blood banki ng organizations
can foster an approach other than |aissez-faire,
because as it stands now, it's generally a hands-off
approach fromthe suppliers and | can tell you,
for exanple, in our region, we used to have
conference calls when there were bl ood shortages
but it becane sonewhat enbarrassi ng because of the
disparity in the supply between the various
institutions.

And that is an end effort of |aissez-faire, but if
at that regional |evel, you know,
policy could be made, | think that would be quite

i mportant.
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Dr. Bl oche.

MS. LIPTON. | was just going to say |
think at the regional |evel, having the invol venent
of all the people at the table including the
physi cians and the hospitals, but that's the policy
I think we should be setting. You need to be
prepared for what happens, and you as a bl ood
system need to cone together and understand who the
st akehol ders are in maki ng these deci sions rather
than setting.

CHAI RVAN BRACEY: Right. Dr. Bloche

DR. BLOCHE: Having national guidelines
and national policy is consistent with the reality
of different intensities of |ocal effects. |If the
national principles. |If the national allocation
principles take the formof priorities, then an
area that's much nore severely affected than
anot her can apply those principles.

And, yeah, there are people who live in a
severely affected area who are going to be denied
bl ood by such principles while people in an area

across the country that's |l ess severely affected
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will get blood. So | don't think there's the
second concern that you voiced

And with respect to the history of
| ocalism yeah, that's inevitably sone of that, and
certainly we all know about the John W nberg
studies and clinical practice variations, and the
absence of evidence for nost of the clinical
deci sions that doctors make.

But given that we're tal ki ng about a
potential national crisis, it seens to ne that this
conmittee would be well advised to recomrend t hat
we go a bit nore national and do a little bit |ess
of this local deference, especially given the
realities of fault lines of class and race, et
cetera, by which allocation often occurs, when we
opt for |aissez-faire approaches.

CHAI RVAN BRACEY: Dr. Epstein.

DR. EPSTEIN: | want to cone back to the
poi nt that Merlyn was maki ng about dealing with
excess because | think that there is both a paradox
and an opportunity here based on what Steve

Anderson told us which is that one of the candi date
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strategies for dealing with an antici pated shortage
is over collection.

Now, you know, it's harder to do for a
short-lived product |ike platelets, but you could
do it for FFP, you could do it for red cells, and
what that's about is building surge capacity.

Par adoxi cal | y, how you go about buildi ng surge
capacity could be the very thing that enables you
to deal with the hit that you'll take with, you
know, the loss of staff during the outbreak

So, for exanple, if you have nore trained
people, if you have nore people who can be call ed
in ad hoc, if you have nore cross-trained
i ndi vidual s, then the robustness of your operation
is much, nmuch greater even when it downsizes.

So we focused a | ot about, you know, what
do you do with the obligatory downsizing, but |
think we ought to also incorporate into that the
whol e notion of the strategy to expand capability
on the nmodel of, you know, surge capacity.

And that that is itself one of the

candi date strategies to whatever extent the
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outbreak can be predicted as, you know, coming in a
week, com ng in a nonth.

CHAI RVAN BRACEY: Dr. Kuehnert.

DR KUEHNERT: It seens just in genera
we're tal king about a I ot of black boxes where we
don't know exactly what we're dealing with, and
know in the setting of a pandemic that's
reasonabl e, but in terms of, for instance,
utilization, I think if we're going to consider
gui del i nes, we need to consider eval uating
utilization and a way to utilize it, because if you
i mpl ement guidelines for the first time in the
setting of a national disaster, you know, there's
going to be sone serious bunps in the road, and you
don't want those bunps in that setting.

So | guess what |'m suggesting is that as
a package, if we're going to consider guidelines,
we shoul d al so consider evaluation of utilization,
both before and after those guidelines are put out,
or some sort of validation of those reconmendati ons
as really a prerequisite for that.

CHAI RVAN BRACEY: Well, one of the things

file:///C|/JANUARY/0106DHHS.TXT (244 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

245
that | would envision, and | would hope that we
will look at, we'll have further discussion of, but
al so consider in our recomendations, is in a way
totieinto the strategic plan in terns of
optinizing blood utilization and maxi m zi ng bl ood
availability general strategy.

Because you're right. This is a black
box. W don't know what's going to happen, but on
the other hand, it could prepare us for another
scenario which is yet unseen and unt hought of, and
I think that's where the real strength of this
lies.

DR KUEHNERT: And al so buil ding on what
the Office of the Secretary is doing concerning
monitoring availability. | nean one could al so
nmonitor utilization and al so nonitor adverse
reactions, and so it all sort of fits together in
the strategic plan.

CHAI RVAN BRACEY: Karen Lipton

MS. LIPTON. One of the things that we
have struggled with for so long, and you know t he

reason when we tal k about guidelines, | nmean as an
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organi zation, the AABB has been comitted to try
and cone up with practice guidelines for the |ast
how many years, and every organization that's tried
it has wal ked away fromit because it's just, it's
just very difficult.

And the real issue is measuring what are
the outconmes you're trying to tie this product
utilization to? And again, | think to Matt's
point, | think we need to understand when we go
into this what we're getting into if we're really
trying to set guidelines

I think maybe nore what we want to tal k
about is not so nuch utilization in terms of
specific types of illnesses or surgeries but really
nmore setting broad categories--if we can define
elective, if we can define nedical use. But again
when we | ooked at this, and we've | ooked at a | ot
of data on utilization, and transplant is just
huge. And transplant is not generally elective,
and it's going to hit you pretty, you know, it's
going to hit you across the country and you're not

even goi ng to know when
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So when that liver patient is here and
that liver or whatever is available, that person is
going to get transmitted soneplace else, or if it's
a heart-lung transplant, because they're not going
to waste that organ. They just can't. | just, |
think there are a ot of issues, and | think it
woul d be good to try to define what we want out of
t hi s.

I"mjust saying | know from pai nfu
experience how difficult it is to get these
practice guidelines in place

CHAI RVAN BRACEY: Jerry.

DR, HOLMBERG Thank you. | really
appreci ate the comments that have been nmade, and
think that--1 think that what we're trying to do is
to get at maybe putting out there that every state
and local facility devel op sone strategy for
triaging their blood supply, you know, instead of
trying to dictate utilization.

And | agree with what Dr. Kuehnert said
was, you know, at the tine of a disaster in a

pandem c, you don't want to be trying to validate
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what your utilization guidelines are. And there is
a lot of opposition, and I think, you know, to sone
of these guidelines, but on the other hand, | also
appreciate what Dr. Bloche is saying, and that is,
you know, in any guideline, how do you ensure in
the practice and inplementation that there is not

di sparity?

And so we want to make sure that, | think
it's better that if we put that reconmendation out
there, that the commttee could put a
recommendation that at the local |evel or at the
state |l evel, maybe even at the state medical |evel
that they develop or look at ways of triaging the
critical infrastructure of bl ood.

CHAI RVAN BRACEY: Maybe Dr. Sayers will
speak to this because he's been actively invol ved
with the Texas Medical Association's Conmittee on
Transfusion, and it's a nodel that may exist in
other states, but again there there is a body
that's under aegis of the state nedical society.

Dr. Sayers, would you like to comrent on

t hat ?
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DR SAYERS: You caught me as | cane in
froma tel ephone call. Jerry, give ne the essence
of the question again.

CHAI RVAN BRACEY: Well, okay, Dr. Sayers

DR HOLMBERG What | was basically saying
was that instead of trying to establish criteria or
gui delines for utilization of blood products that
at a national level, that what we do is or what the
committee could possibly do is to push that
responsibility down to the state | evel and which
the state is trying to, is in their pandem c plan
| ooki ng at ways of strategy of utilization of
decreased inventory.

DR. SAYERS: This nmay be idiosyncratic of
physi cian's conduct in Texas, but | suspect that
even the Texas Medi cal Association would have
difficulty encouraging their nmenbership to abide by
state defined transfusion guidelines.

DR HOLMBERG Even if was the state
nmedi cal associ ation?

DR. SAYERS: Well, prefaced by this is

Texas.
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[ Laughter.]

DR SAYERS: 1'd say even if.

CHAI RVAN BRACEY: But on the other hand,
if it were followi ng a recormendation fromthe
Secretary, and that the Secretary has a vision of
the managenment of the pandenmic both at the federa
and state |level, then perhaps?

DR SAYERS: You're right. | think that
woul d make a difference, and |I think then something
i ke the medical, Texas Medical Association's Bl ood
and Tissue Usage Conmmittee would really try and
pronote the Secretary's opinion and counsel

CHAI RVAN BRACEY: Dr. Pierce

DR PIERCE: | think |I'm appreciating
where you're going, but I want to clarify it a
little bit. Are you suggesting, then, that sone
general reconmendations cone out through the
Secretary's Ofice such as deferring el ective
surgeries, evaluating other surgeries or potential
del ay, without getting too specific, and then
allowing it to be decentralized at the local |evel?

Because | guess I'ma little concerned
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about just having a free for all at the local |evel
with all the disparities that would occur there
unl ess sone general set of guidelines was issued
nationally that would at | east put sone boxes
around or walls around what good medi cal practice
ought to be?

CHAI RVAN BRACEY: And the general thought
is that we would not be too prescriptive, but that
at the state level, they woul d devel op a strategy
and we woul d | eave that strategy to the given fol ks
at the state level, and that we woul d perhaps on a
national |evel devel op guidelines which in essence
currently exist pronulgated by different entities,
but are often, not frequently followed, shall we
say?

So the point would be to encourage the
devel opnment of reasonabl e guidelines making it
again not very prescriptive but at |east attenpt to
have uniformty, but then in terns of application
of issues at the state level, again, leave that to
| ocal managers.

Karen Li pton.
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MS. LIPTON: What is the nodel that's
bei ng used? | can't, you know, think about it. In
the HHS pl an, how are they tal king about the
al | ocation, for exanple, of hospital beds or, you
know, nedi cal services to people? | nmean is there
any tal k about rationalizing that or allocating
that at a state level? Are there guidelines in
there. | just don't renenber.

Because that would be a nodel if they have
gui delines. You know, you have a | ot of people
absent froma hospital, your 1,000 bed hospital is
suddenly a 300 bed, well, how do you make that
determnation as to who gets treated? And is there
some assistance in the HHS guidelines for that
because we're really tal ki ng about the sane issue.
It's just a different type of resource.

DR. HOLMBERG | think that the guideline
that is out presently does not go into that depth
of detail. And | think that that's probably why
HRSA is giving noney to hospitals to develop their
strategic plans.

CHAI RMAN BRACEY: The one thing | was
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thinking is that at present we are in a position to
foster the devel opnent, the consideration of these
guidelines in terns of a strategic plan. Beyond
that, | don't see that we will be able to, you
know, really go beyond that point.

So in terms of specifics, | think we won't
get there, but | think the idea of naintaining sone
i ndependence at the regional level | think would be
i mportant.

Dr. Sandl er

DR. SANDLER:  Yeah, | think that our job
for the first three points is to get the blood and
make it available times three, and then when we
fail the job that we're given, then we can tel
peopl e how with what we didn't do they'll have to
do with what's there.

But | think the major nessage in our
docunent ought to be how to get the job done that
was supposed to get done.

CHAI RVAN BRACEY: Good point. Dr. Roseff.

DR. ROSEFF: Well, just to reflect,

wasn't going to talk about this, but one of the
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nodel s shows if you decrease transfusion, then you
have nmore bl ood available. So they're not really
totally distinct, just getting it versus not using
it. | nean there is a nodel for each

But guidelines don't have to be specific
and they don't have to be mandated. You know
guidelines are a framework, and I think it's very
i mportant that sonehow we communicate that this is
a part of disaster planning, and after 9/11, the
di saster comrittees that | was on, this kept
getting shunted.

You know, while we were busy with
contai nment units and washing people in the street,
this keeps getting pushed aside. And if there's
anyway--1 think that's what we keep hearing, to
keep pushing this forward and one of the ways to do
that is to have something that creates a guideline
that has to be dissem nated somehow, gives a broad
brush stroke that you can use locally to define
what you want.

But | still think sonething has to come

that's required for each local entity to do
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sonet hing as opposed to just say local entities, do
sonet hing, this is what you have to do, these are
the steps you have to foll ow

CHAI RVAN BRACEY: Dr. Matyas.

MR MATYAS: M point is just as a follow up which
is the notion of guidelines can be just
that, guidelines for the goal of addressing the
fact that there will be disparity as opposed to
what | think the proposition was begi nning, which
was to elimnate disparity.

I think the idea of having a goal being to
elimnate disparity in a pandenic situation, well,
that mght be a |lofty goal, but we're not going to
elimnate it, but if you set out guidelines to
allow at the local level to address it, then we've
done the best that we can do given the fact that
history tells us in the blood community, you cannot
mandate to the physicians and the hospital s exactly
what the criteria will be, except to try and
encourage the creation of criteria.

CHAI RVAN BRACEY: Dr. Bl oche

DR BLOCHE: Thank you. | appreciate what
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Dr. Lipton said about the difficulty of devel oping
practice guidelines, guidelines for good nedica
practice. It seens to ne that one way to kind of
get over that hurdle is to frane this task as
sonet hing fundanmental ly different.

These are, one mght, | mght dare say,
gui delines for bad nedical practice, or at |east
gui delines for desperate, nore or |ess desperate
medi cal practice, at a tine of regional or nationa
crisis. It seens to ne, therefore, that the
fram ng of principles for allocation can be kind of
separated out and not, you know, separated from
that Pandora's box of practice guidelines.

Second point |1'd nake is that however
prescriptive or nonprescriptive the guidelines my
be, national or regional, it seens to ne the key
point is that they really need to tightly lint the
kind of discretion that Dr. Sandler really nicely
laid out.

I thought you did a beautiful job of
laying out the reality of allocation processes. A

footnote to this. There is both a physician and
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econom st named Jeffrey Harris, who has witten
about al l ocation through internal queuing and
advocacy by different doctors for different
patients, and you really nicely set that story out.

That's exactly what we don't want to
happen at a time of crisis, and so whether it's
nati onal recommendations for priorities that then
get inplenented and refined at the state | evel or
whether it's a clear call by the Secretary for the
state | evel to develop such priorities, either way
I''m agnosti c.

The key, | think, is to avoid the
situation where you have two hospitals, one on one
side of the tracks, the other on the other, and
they're getting different allocations, and then
di fferent people depending on what color their skin
is or how much they have in the bank are getting
different things even within that given hospital

CHAI RVAN BRACEY: Dr. Hol nberg

DR. HOLMBERG And | would just agree with
that, and one of the things that I would like to

comment on is that that is clearly one of the
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obj ectives of Secretary Leavitt is to decrease the
disparity in nedical care.

CHAI RVAN BRACEY: Dr. Bianco

DR BIANCO Thank you. Celso Bianco,
Anrerica's Blood Centers. | nust say this is one of
the nmost exciting nmeetings that this commttee has
had since | started attending them This is
inmportant; this is serious and |I'mvery happy.

There were several points that were made
and we are concerned, and we expressed that concern
before, about that level, that is fromthe federa
|l evel to the local level, how things will happen

And we know how conplex the local |eve
is. Maybe what you are all saying that | hear and
| agree with 93 percent is that maybe the federa
|l evel, that is the Secretary, has to make the |oca
| evel aware that there will be only 30, 40 percent
of the blood that there was yesterday before the
epi dem c, and that they have to think on how they
are going to manage this process

And so the way that they will have to

prepare is for not having the product that they are
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used to have, and | think that that's the chall enge
tothem If we just tell themthat instead of
usi ng ei ght grans of henpgl obin, you should use six
or whatever, then we are not going to be able to
resolve it.

But if we give themthis to their hands
and say now you have to do sonething about it, I
believe that's one way by which the Secretary can
hel p, by making it a national priority, by
including blood into the major issues that have to
be dealt with in a pandenic and saying, and
predicting what is going to happen so that people
can devel op their plans.

CHAI RVMAN BRACEY: Thank you. Dr. Bl oche,
did you have your--

DR BLOCHE: MNo, | just forgot to turn it
off. Sorry about that.

CHAI RVMAN BRACEY: That actually segues,
think, fairly nicely into what | would like to
propose as the next step, and that is that we would
| ook at the recommendations to the Secretary

because incorporated in the draft recommendati ons
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i s some | anguage that addresses that.

So | woul d propose that we take a 15
m nute break and then we'll come back and then
we'll look at the draft recomendati ons based upon
all the evidence that we've heard thus far. Okay.
Fi fteen m nutes.

[ Recess. ]

CHAI RVAN BRACEY: Could the committee
menbers take their seats and we'll have the draft,
which again is truly to be considered a draft
docunent. Prior to the tinme that we go over it, |
think there were sone key points that we should
consi der and nake sure those are all in there, and
one is that the blood supply woul d be consi dered an
el ement of the critical infrastructure.

That, two, under our charter, we are
obligated to assess the safety of the bl ood supply,
and therefore the question of virem a needs to be
addr essed.

And anot her key point is to nmake sure that
there's adequate representation of the bl ood

i ndustry or bl ood system if you will, at the |eve
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of policy devel opnent as it stands for addressing
the influenza pandenic.

So that said, what I'll do is begin to
review the draft docunent.

DR PIERCE: Art, just a quick question

CHAI RVAN BRACEY:  Yes.

DR PIERCE: What was the genesis of this
draft?

CHAI RVAN BRACEY: Correct. The genesis of
this draft was a review of the points that were
submitted by the Executive Secretary for the
committee to consider, and |let nme just go back over
t hose.

Here it is. It's the page with the five
poi nts, and one was what strategies should be
considered by DHHS to prepare the bl ood system for
the possible flu pandenm c? Considering
i mmuni zation of staff, encouraging inmunization of
repeat donors, supply nonitoring and nmanagenent
during an out break.

Two, how can DHHS help to resol ve present

scientific uncertainties underlying the potenti al
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need for donor deferrals? And there again issues
of viremi a; value of deferrals for clinica
exposure and/or use of Tanmiflu; and potential for
fal sely positive donor screening tests follow ng
i nfluenza infection.

Three and four had some overlap. Three is
what new approaches to conmuni cati on between public
heal th, bl ood, organ and tissue conmunities would
be hel pful in order to enhance preparedness? And
then four, which was what woul d be the nost
efficient interfaces with global and donmestic
i nfluenza surveill ance data, conmunication between
collection, transfusion, local and state public
heal t h, communi cati on between bl ood, organ and
ti ssue comrunities.

And then five, what surveillance nethods
are needed for blood and plasma recipients in order
to detect transfusion associated transm ssion
pandem ¢ i nfluenza, need for adverse reporting,
testing, evaluation, frequently transfused
reci pients and then surveillance and eval uation of

vacci nation and antiviral prophylaxis?
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So with that as a lead-in, this is our
draft, and again a draft, and pl ease make comments,
modify it. The first point is:

Wher eas, evidence suggests that the
possibility in the near termfor a global pandenic
of influenza, (a) based on recent highly virul ent
human infections with an avian H5NL virus;

(b) where the HHS plan for pandenic
i nfluenza recogni zes the priority to preserve
critical infrastructure in our society--that was
based upon the statement nmade yesterday by Dr.
Schwartz fromthe Secretary;

(c) ensuring the safety and availability
of blood and bl ood products including plasma
products is a critical public health need centra
to the nedical system

(d) the availability of blood products is
likely to be highly conprom sed during an influenza
pandem ¢

(e) data have suggested the possibility
that influenza viruses may be present in the blood,

organs and tissues of asynptomatic donors;
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(f) influenza surveillance data, which
conme fromdiverse sources, are linited in scope,
timeliness and integration--lost nme there--that's
all right--

(g) risk education and conmuni cati on
delivered by scientific and nmedi cal experts are
essential conponents of preparedness for pandenic
i nfluenza.

So there are the sort of background
statenents. Before we tal k about specific
recomendations, |et's maybe pan back, go back
down. You know, the first point being that, yeah,
there's evidence to say that we should be concerned
about the evolution of this problem (b) there is a
pl an, and the federal focus is to maintain a
critical infrastructure; (c) what we're saying is
that ensuring the blood and bl ood products is
critical; therefore, we need to be part of that
infrastructure; (d) we think that availability is
going to be highly conpronised; (e) there are
questions about whether or not there's asynptomatic

carrier states; (f) surveillance is key, and it's
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somewhat--wel |, | wouldn't say fragnented, but

mul ti sourced at this point, and not guaranteed to

be integrated.

As we heard fromthe comunicators,

message has to be right, and the nessage should be

bot h educational as well as a point of
communi cation. And then, well, that was it.
So what's nissing in ternms of the
di scussions? Dr. Sandler.
DR SANDLER | don't see there the
message that there is uncertainty. One of the
messages | heard today was there's a | ot of

uncertainty in a lot of the data and the

assunptions going forward, and it seens to ne that
(h) woul d have sone nessage, and | can't wordsmth
and | can't wordsmith it just right, but it would

be to the effect that given the uncertainty, there

is neverthel ess the need to nake sone
recomendat i ons or sonet hi ng.

I don't have the right words for it,
uncertainty seens to be m ssing.

CHAI RVAN BRACEY: Dr. Hol nmberg
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DR HOLMBERG In statenent (f), could
that be worked in there about the uncertainty
because which comes from di verse sources, are
limted in scope, tineliness and integration. |
mean could we put in uncertainty there?

CHAI RVAN BRACEY: But | think--

MS. LIPTON: | think it's nore than
uncertainty fromthe surveillance. It's really
uncertainty in what we know about all of these
i ssues.

DR. SANDLER: But | thought it was, if you
go to (b) or (c). Can you go up?

CHAI RVMAN BRACEY: Go up to (b), please.
W really don't address the uncertainty
specifically. | nean one other thing |I thought of
is perhaps if we put it up front in (a), but then
we woul d sort of erode the nmessage perhaps

DR. EPSTEIN. O perhaps we could just
make it point (b), which is that there is great
uncertainty in any predictions of the course and
severity of such a pandem c.

CHAI RMAN BRACEY: And perhaps that--and
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there's great uncertainty, and in sone way that
under scores the need to support, you know, studies
or research initiatives to further clarify the
current state of know edge. Can you wordsmth?

MR MATYAS: No, but | think the point is
that it doesn't go between (a) and (b) even because
we' re not asking as nmuch about the uncertainty of
t he pandem c influenza because there are others
| ooking into that.

It's relationship to after (c¢) and (d) is
the notion of there's uncertainty as to the inpact
it will have on bl ood and bl ood products and
availability and the like.

DR PIERCE: Maybe in (d), there could be
a cl ause saying that although the scope of the
pandem c is uncertain, the availability of bl ood
products is likely to be highly conprom sed

CHAI RVAN BRACEY: Yeah. | thought that
was a good suggestion. Does the committee? So
al t hough- -t hunbs up--would you like to repeat that,
Dr. Pierce? Although there is--

DR PIERCE: Although the scope of the
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pandem c- -

CHAI RVAN BRACEY: |s uncertain.

DR. BLOCHE: You want to say scope and
i npact ?

DR PIERCE: Yes.

CHAI RVAN BRACEY: Yeah. Good point. Dr.
Epst ei n.

DR. EPSTEIN. | think of the potentia
pandem c. This in fact may not happen

DR PI ERCE: Sure.

CHAI RVAN BRACEY:  Yeah.

DR EPSTEIN. Potential.

DR PIERCE: |s uncertain. That's a
friendly amendment.

MR. MATYAS: | thought part of the conment
that was al so under (d), which is data have
suggested the possibility, the notion of
uncertainty there because we don't have enough data
to even say that we're sure if it suggests, |
t hought .

DR. BLOCHE: That's why possibility.

CHAI RMAN BRACEY: Right. How would you
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nmodi fy that?

MR MATYAS: | nean is the notion that
it's very limted; it's prelimnary data? | mean
I"mnot sure froma scientific perspective, |I'mnot
trying to, as a lawer, wordsmith it. I'mtrying

to figure out what--that seens to indicate that we
have data and it says it's possible, but--

CHAI RVAN BRACEY: Sorry.

MR MATYAS: Yes.

CHAI RVAN BRACEY: But | think the point
though is what you nentioned first, | think,
limted data. | nean would that address your
concern? Dr. Pierce. There was a question as to
whet her you were finished with your recomrendati on?

DR PIERCE: | was finished with that one.
I have anot her one, though.

CHAI RVAN BRACEY: Ah. Vi ch nunber, which
letter would that be?

DR PIERCE: Well, I'mnot sureit's a
letter at this point, but this is very centric to
H5N1. |Is there a way of saying that, or is it

useful to say that this is a nodel for disaster
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prepar edness for the blood supply for any potentia
pandem c?

CHAI RVMAN BRACEY: | think that as we come
down to the recomendations, there is a piece there
that will address that. |n fact, perhaps--so maybe
what we could do, we have the "whereas's" now.
We're sort of laying the background. Can we go
down to the recommendations and then cone back?

kay. Let's try that. And I'll go where
I can read this actually better. The committee
recomends that the Secretary take inmedi ate steps
to:

(1) establish national recognition of the
bl ood and pl asma systens (collection, processing
and use) as key elenents in the critica
infrastructure under the HHS plan, specifically
including facilities, staff and comm tted bl ood and
pl asma donors;

(2) assure full funding of research to
resolve critical scientific questions regarding the
potential inpact of pandem c influenza on bl ood,

organ and tissue safety and availability.
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(a) foster collaborations with
i nvestigators in countries affected by the current
H5NL i nfl uenza outbreak to pronote studies of
possible virema in asynptomati ¢ persons incl uding
recent case contacts;

(b) support studies of H5NL virus in
sui tabl e ani mal nodel s i ncludi ng non-hunman pri nates
to investigate virenm a and organ | ocalization of
infectivity in preclinical, clinical and
conval escent stages of disease; transfusion
transmssibility of virus if present in blood; and
i npact of infection and/or drug treatment on the
accuracy of donor screening tests;

(c) support studies of influenza virenia
during annual outbreaks of non-pandemic strains
i ncludi ng studi es on bl ood and pl asma donors and
product recipients;

(3) provide targeted federal support to
enhance gl obal and donestic surveillance for
seasonal and pandenic influenza;

(4) recognize the central role of the AABB

I nt erorgani zati onal Task Force in the devel opnent
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and i npl enentation of a national strategy to
address potentially massive bl ood shortages during
a pandem c of influenza by (a) assuring bl ood
organi zation representati on on key federa
pol i cymaki ng and conmuni cation comittees; and (b)
pronoti ng cooperation anong state and | ocal public
health authorities and appropriate blood collection
organi zations, hospitals, nedical professiona
organi zati ons and patient advocacy organi zations.

Those are the recommendations. And in a
sense, in (4), though it's targeted for influenza,
the notion is that as we address any potentially
massi ve bl ood shortage, it really would go beyond
the scope of influenza even though it specifically
states it here.

Yes?

MR. MATYAS: Wthout being able to see the
whol e thing, | don't think we've addressed the
conmuni cati on aspect in there.

CHAI RVAN BRACEY:  Ckay.

MR. MATYAS: The need to develop the

message.
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CHAl RVAN BRACEY: Ch, | see. W did state

it in the "whereas."

MR MATYAS: W said it in the "whereas,"
but we haven't as a recomendation that it needs to

be a task that's acconplished wherever, whoever--

CHAI RVAN BRACEY:  Yeah.

MR. MATYAS: --and we devel op the nessage

now and the various nessages whi ch woul d be
irrespective of what the issue is.
CHAI RMAN BRACEY: Ms. Birkhofer.

MS. Bl RKHOFER: Thanks, M. Chair nman.

Under (4) in the reconmendations, 1'd like to ask

you and Karen Lipton your thoughts, if it would be

appropriate to add the blood and pl asna protein
t herapeuti c shortages or to assuring, you know,

bl ood and bl ood product organi zation

representation, to be nore conprehensive in that

recomendat i on?

I just would ask if that would be
appropri ate because | think PPTA does have a
representative or liaison to that

I nt erorgani zati onal Task Force?
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MS. LIPTON: Yes, there is a
representative from PPTA on that.

CHAI RVAN BRACEY: And | think that again
we tried to incorporate that above and | think it

helps to add it below. So | appreciate that

comment .

MS. BI RKHOFER: Thank you

MS. LIPTON. Could | also just nake a
conment about the risk comunication? | mean

think one of the things that we're trying to draw a

fine line here is whose responsibility is what?
And we did create something. W know there's a
conmuni cation task force already at the federa

| evel

And what we're saying to the Secretary is

that we want to make sure that blood interests
through the bl ood comunity are represented there.
We can tell ourselves to go out and make our own
messages, but | don't think that's the federa
governnent doing that at this point. | think what
we want to say is we want to be at the table when

you're crafting these nmessages.
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I think there's a whol e other set of
i ssues that fall out of this conmittee neeting that
really though fall on to the role of the blood
organi zati ons and not necessarily the Secretary.

So everything we're doing in here is focused at
what can the Secretary do

CHAI RVMAN BRACEY: Right. And on the order
of the conmunications, for exanple, yesterday when
M. Wl fson made his presentation, there was a
committee and | can't recall the name of it, but in
an earlier draft that specific entity was inserted.

However, that was really limting and this
actually is nore broad in terms of suggesting that
t he bl ood--soneone fromthe blood industry should
be incorporated, and | think the nessage that at
| east | heard fromWlfson is that, you know, there
wi || be singular nmessage.

And so as long as we can get in there--or
at |l east three nmessages--as long as we can get in
there and make that point, if we're on that key
comrmittee, it should work.

Dr. Epstein.

file:///C|/JANUARY/0106DHHS.TXT (275 of 338) [1/10/2006 3:43:46 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

276

DR EPSTEIN. Well, ny take on | guess it
was Dr. Matyas' remark is that we ought to say
somet hing directly about addi ng nessages regardi ng
the bl ood systemto the HHS nessage map. In other
words, it's a very concrete thing that we want
here, which is to be on the map

MR, MATYAS: Sorry.

CHAI RVAN BRACEY: M. Matyas.

MR. MATYAS: Ch, and by the way, for
clarification, | don't have a Ph.D. next to ny nane
unfortunately, so you can just call ne "hey, you."

I"mnow in careful reading seeing maybe
what you all were getting at by the fact that it
says federal policy making and comruni cati on
committees. So | guess by the inclusion of
conmuni cati on comittees, you nay be getting to the
task of nmaking sure that it's in at |least an action
item

CHAI RVAN BRACEY: Dr. Bloche and then Dr.
Ransey.

DR. BLOCHE: | have some wordsmthing

suggestions on just a couple of the "whereas's" and
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then a substantive concern about item (4), which
could defer to later.

Maybe we do the "whereas's" first.

CHAI RMAN BRACEY: Can we go to the
"whereas' s" pl ease?

DR BLOCHE: Yeah. The first one is
trivial but stylistic. Item(c) | would just stop
with is a critical public health need. Get rid of
central to the medical system |It's nore punchy
and | ess wordy that way.

That's what we | aw professors do for a
living. And then--

DR RAMSEY: They m ght have trouble
hearing you on the tape because the people over
there on that side are facing away fromthe
m cr ophones.

DR. BLOCHE: GCkay. Changing, thanks a
lot. New nicrophone which | did not pay for. For
item (c) under the "whereas's," | suggest ending
the sentence after is a critical public health need
and deleting central to the medical system because

it's redundant and | ess punchy.
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And for (g), risk education and
communi cation, |'d suggest after conmuni cation
addi ng the words "to the public" just to clarify
who we're communicating to, who we're calling for
conmuni cation to.

And |' m happy to defer on ny substantive
t houghts on nunber (4) or | could do that now.
kay. Ckay. Four under the recommendations,
whether it's in four or whether it's in a newitem
| dothink it's inportant to nake sone reference to
the inportance of priorities, a priority schene, a
triage or rationing schene in the event of crisis,
in order to avoid unfairness of disparity, et
cetera, what we were tal king about before.

Because right now, as this says, it
basically defers to the industry to handle, to be
the central handler of this issue. W' re saying
nothing in this docunent about the question of
prioritization.

CHAI RVAN BRACEY: Dr. Hol nberg

DR. HOLMBERG | can't renmenber. If you

go back to (2), recomendation two, we did talk
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about collection and processing and--
DR BLOCHE: Was it sonmewhere el se?
CHAI RVAN BRACEY: It's not in two.
DR HOLMBERG --and use.
CHAl RVAN BRACEY: Let's pan up
DR HOLMBERG There it is. One
CHAI RVAN BRACEY: Yes, one.
DR HOLMBERG Establish nationa
recognition of the blood and pl asna systens,

col l ection, process and use.

kay. | was just thinking the use in
there could be the utilization, but | think that
what | hear you saying is that we really need a

nmore definitive statement on that, and | agree with

you. | think that this doesn't carry all the

weight. | was thinking that this carried sone nore

wei ght than it does so--

DR. BLOCHE: In capturing it, | certainly

want to--1 realize | want to defer to Dr. Lipton's

concerns about the difficulty of practice

gui del i nes, but some maybe | anguage |ike principles

for triage in the event of shortages.
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MS. LIPTON. Can we go to principles of
equi tabl e distribution or sonething, you know,
rather than--triage is a--1 think if we--well, it's
really an allocation of a scarce resource. Triage,
though, | think has this emergency room -

DR. BLOCHE: But we're tal king about an
ener gency.

CHAI RVAN BRACEY: But | think it would fit
best in four because in four, we specifically
address devel opnment of a strategy for bl ood
shortages, so this is where we woul d consi der sone
| anguage that woul d incorporate devel oping a
uni form suppl y, avoi di ng--what | anguage woul d you
prefer?

DR BLCCHE: Well, four could be
introduced in a different way because four, the way
four is set up now, it says recognize the centra
role of the trade associations.

And it seens to ne that certainly the
Associ ation of Bl ood Banks shoul d have a | arge
role, but stating that aside fromthat, there is a

need for--and this can be | eft anbi guous who shoul d
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do it, but there's a need for a set of principles
for the nmanagenent of blood shortages in a fashion
t hat - -

CHAI RVAN BRACEY: Ensures an equitable
di stribution of--

DR. BLOCHE: --of equitable, fair and
consi stent anpbngst conpeti ng- -

CHAl RVAN BRACEY: (kay. Let's--so
princi pl es--as nunber five, principles--

DR BLOCHE: Establish principles.

CHAI RVMAN BRACEY: Establish principles--

DR. BLOCHE: Devel op principles. Develop
principles for the fair and equitable distribution
of blood in the event of |ocal, regional or
national shortfalls,--

CHAI RVAN BRACEY: Now, again that's
sonet hi ng--the question is whether it would be at
the Il evel of the Secretary because--Karen?

MS. LIPTON. Well, no, | was going to say
I'"'m concerned nore about saying equitable
di stribution when you get to a national shortage

because then we're right back into are we tal king
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about shipping stuff, you know, that we're asking
the Secretary to set principles for shipping blood
around the country? And | don't think that's what
we' re asking to do.

I think what we're asking themis to set
principles for state and | ocal authorities to set
up--we want national principles that are to be used
at the local level to nake sure that there is a
fair and adequate distribution of blood in the
event of shortage to the community.

DR. BLOCHE: Can | just finish the
sentence and then it can be wordsnmthed and changed
accordingly?

In the event of local, regional or
national shortfalls, to mninize disparities in
bl ood availability and use.

MR WALSH: As a consuner froma conmmunity
that depends on transplants here, it's al nost
prioritize utilization. Wat's fair and equitable?
That neans everybody gets the sane ambunt? | nean
we' ve got transplant issues. W' ve got other

critical care needs.
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And we're not going to get it with
treatnent guidelines. | totally agree with
everybody el se because the professional societies
can't do that.

CHAI RVAN BRACEY: Right.

DR. BLOCHE: Well, separating this out
fromthe treatnment guidelines question, view ng
this as a matter of triage, not good nedical
practice, | think gets, you know, protects us from
that box of Pandora's.

CHAI RVAN BRACEY: | guess I'mstill kind
of stuck on the issue of the Secretary devel opi ng
principles for the fair and equitable distribution
because again what we tal ked about is encourage,
you know, regional/state medical organizations to
devel op principl es.

Dr. Epstein.

DR. EPSTEIN: Provide advocacy for and
articulate general principles for the state,
regional and | ocal devel opnment of strategies to
address distribution.

CHAI RVAN BRACEY: | like that.
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DR EPSTEIN: Yes.
CHAl RMAN BRACEY: Commrents? Does that

sound fair to the commttee?

M. Wal sh.
MR WALSH: 1'Ill always go along with Jay.
He's the best one at the wordsmithing. | think

that sounds good, and that addresses the
prioritization and utilization.

CHAI RVAN BRACEY:  Ckay.

MR MATYAS: What's done with respect to
vacci nes? | nean what does the Secretary do at the
national |evel on vaccine prioritization down at
the local |evel?

CHAI RVAN BRACEY: Executive Secretary Dr.
Hol mber g?

DR, HOLMBERG  Actually what we heard was
that 90 percent of the vaccines are going to the
state and that the state sets the priority then
So it has to be this is what we're trying to get to
is that the state pushing, everything is being
pushed down to the state and | ocal governnent.

MR. MATYAS: But there are no guiding
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principles that cone down?

DR HOLMBERG Well, there is fromthe
Nati onal Vaccine Program O fice sone of the
priorities on the prioritization of these.

MR MATYAS: Where is that office?

DR. HOLMBERG That's at the Secretary's
| evel .

MR MATYAS: So why isn't it the sanme?
That's, | guess that's the point. Wy isn't it the
sanme kind of--1'"mnot sure the vernacul ar you used
in ternms of principles comng down that go down the
states to create the priorities, but there is
sonet hing comng fromthe Secretary's Ofice in
terns of --

CHAI RVAN BRACEY: | thought--maybe | was
confused. | thought at the | evel of the Secretary,
there was, in essence, the split of the percentages
and then the critical infrastructure, et cetera, et
cetera, were defined at the Secretary's |evel, and
then the state was left up to its discretion for
the rest. No?

DR HOLMBERG I'mnot clear on that. But
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I hear what you're saying and what we're trying to
do--1 nean with the National Vaccine Program there
is, | mean one could argue is that really the
practice of nedicine? O is it the availability of
a vaccine to the various high risk groups?

And | think what you're comng at is
setting the utilization guidelines at the federa
| evel and pushing it down to the state to inplenent
that, if that's what |'m understandi ng?

MR MATYAS: |I'mnot recomending it. [|I'm
just seeing if there is an analogy to what's done
wi th vacci ne and what ever the principles, standards
are that get pushed down in a simlar kind of
f ashi on.

DR. HOLMBERG Well, | think this is what
basically the UK has done in their utilization of
bl ood products, and just as Dr. Roseff has
mentioned, that in shortages, it's amazi ng how the
physi ci ans get away wi thout transfusing as much as
they do when there is availability of product.

And | think that that's okay for the UK

situation where there is a nationalized bl ood
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program but | think that in the United States, we
have a different aspect and trying to--nobody in
the United States wants to take on the physician to
be able to try to dictate the physician, even
physi cians don't want to tell other physicians what
they should do as far as practicing medici ne.

And so | think that, yes, there is an
anal ogy there with vaccines, but in transfusion and
al so therapeutic products, that is a prescription,
that is a nedicine that is being prescribed, so
there is analogies, but | think that there is
definitely some gray areas.

CHAI RMAN BRACEY: It's new turf.

MS. LIPTON: | think we should reserve
five percent of the blood to preserve the
constitutional formof government that we have

[ Laught er.]

CHAI RVAN BRACEY: Excellent point. Dr.

Bl oche.

DR BLOCHE: Just a wordsmithing

suggestion that | think addresses, | believe it was

Dr. Walsh and also Dr. Lipton's concerns. For
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five, just saying, beginning it with the word

"support," so it would say support the devel opnent
of principles, et cetera.

CHAI RVAN BRACEY: That works. Conmittee
comments on that recomendati on? Thunbs up, thunbs
down?

DR BLOCHE: Beginning with "support.™
It's not really advocacy.

CHAI RVAN BRACEY: Okay. Dr. Epstein.

DR EPSTEIN: Yes, first of all, I'"'mnot a
voting menber, but | favor that nodification, but
| et nme suggest another, which is to convince us to
say support the devel opnent of principles for state
and local health authority to mnimze disparities
in blood availability and use during a shortfall

CHAI RVAN BRACEY:  Uh- huh

DR EPSTEIN. Because | think that this is
alittle bit too wordy for ny taste and | think
that it has the effect of blunting the focus which
is that we want to charge the state and | oca
gover nment .

CHAl RVAN BRACEY: Right, right.
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DR EPSTEIN. So support devel opnent of
principles for or under which state and | oca
authorities--state and | ocal authorities--if you
want to say public health authorities--and then
just zip right down to "to mininize." Delete
everything else to "to minimze." And then add the
words "during shortfalls."

CHAI RVAN BRACEY: And perhaps add public
health in there to focus it on the appropriate.

DR EPSTEIN: Public health authorities.

CHAI RVAN BRACEY: Dr. Bl oche

DR. BLOCHE: Yeah. | would at this point
disagree with that. Because it does seemto ne,
and |'mopen to--1"mpersonally open to leaving it
more flexible. But the process of prioritizing,
whet her as part of normal nedical practice or in
the event of shortfalls, isn't just a local or
state endeavor.

There are national nedical organizations,
and there are nmany national mechani sns, private as
well as public, and this may well be too large a

task to nmake a call on here, but to choose only
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state and | ocal rather than to acknow edge the
reality that there is both private and public
nati onal policymaking when it comes to shortfalls
thi nk woul d be a m st ake.

CHAI RVAN BRACEY: That indeed is a reality
in terms of the organizations, but | think on the
other side, areality in terns of what generally
happens with the practice of medicine is that
i ndeed the control usually rests at the state and
| ocal |evel

DR. BLOCHE: Yeah, but as practical
matter, every time there's a nmedical mal practice
case, liability is based on a national standard of
care. As a practical nmatter, boards that do
certification are based on national standards of
care.

There's a whole | ot of private sources as
well as public sources of national standards.

CHAI RVAN BRACEY: Dr. Bowran had a coment
whi ch | was hol di ng.

DR. BOAWAN: Yes, I'mnot a voting menber,

but sonetines the term"pronote"” has nore punch in
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bureaucraci es than "support,"” but | also notice
that item (b) also has pronote under (4) so there
m ght be too many pronotes there.

CHAI RVAN BRACEY: Dr. Epstein.

DR. EPSTEIN:. Devel op national principles.
Let me just repeat what | said. What if we state
"devel op national principles"? Because | think
that the dilemma that we're circling around is that
we don't think that the federal government can
actually cone out with the treatnent guidelines

On the other hand, we do think that
there's a need for a national statement on certain
overarching principles. So perhaps the charge here
i s devel op or devel opnment of national principles
under which state and local public authorities can
take steps or can take appropriate steps.

Because | understand that we haven't cone
to consensus on the core issue, which is how nuch
of this should be national? But, and | think what
we're trying to do here is strike the achievable
bal ance in the present context? And | don't know

where that lies in terns of the sense of the group,
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but 1| think--

DR. BLOCHE: | think that's really hel pfu
suggesti on.

CHAI RVAN BRACEY: We did see a thunbs up
fromDr. Sandler. But Dr. Sayers had a comment or
quest i on.

DR SAYERS: [lnaudible.] |'mnot going
to repeat that.

[ Laught er.]

DR SAYERS: | would go with what Dr.
Epstein has to say if we could consider nationa
gui delines instead of national principles.

MR WALSH: If there is an issue about,
you know, who has the authority here, | nean you
could, you could just say public health

authorities. But then you lose the direction to

state and local. That's the down side of that.
CHAI RVAN BRACEY: | woul d see that as,
agai n, thinking about the reception, | would see

that as a down side, again, thinking back to
transpl ant issues, et cetera.

M. Walsh and then I'Il conme to the

file:///C|/JANUARY/0106DHHS.TXT (292 of 338) [1/10/2006 3:43:47 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

293
Executive Secretary.

MR WALSH: I'mnot certain that mninmnze
disparities covers prioritize, prioritization or
prioritize utilization. | nmean |'mreally not
certain what disparities nmeans in the context of
sel ecting or triaging one need as opposed the
ot her.

And then just as a conment, guidelines to
me are sonething that, you know, you have to have,
you know, a specific authority and it takes a |ong
time to establish, and you have to get everybody to
enbrace and t hen nobody foll ows them

And to hear that, with all due respect to
all the physicians at the table, | mean
prof essi onal societies can't get their respective
menber shi ps to foll ow guidelines

CHAI RVAN BRACEY: That's a good point.
mean principles are easier to espouse than
gui delines are to enforce and generate enforcenent.

DR. SAYERS: | suppose what worries ne
about principles is that they're pretty akin to

sonet hing carved in stone
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CHAI RMAN BRACEY: Yeah. Dr. Sandler. |
mean Dr. Hol nmber g.

DR. HOLMBERG As the messenger that has
to carry this back, | really struggle with the idea
what do you nmean by either principles or
gui delines? Are you asking the Secretary to
devel op transfusion practices? Are you asking the
Secretary to put on his agenda when he speaks to
the states that the states need to | ook at the
princi pl es?

Fromwhat | just heard, it sounds |ike at
the national |evel, you' re asking for nationa
principles or national guidelines.

CHAI RVAN BRACEY: Wl |, one of the things
that | was thinking of, in a sinplistic manner,
woul d be that, for exanmple, if blood shortages and
access to bl ood conponents is discovered within a
gi ven region, that then that would trigger sone--|
mean it could be very general. [It's not saying
that the henogl obin has to be eight prior to
transfusi on, but upon, at the state and | oca

| evel, upon determ ning that indeed there are
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patients who are being denied blood availability,
that sonething would be triggered that woul d cause
some sort of general review within the system of
its availability

I mean | don't think that we want to be
prescriptive in the sense of, you know,
recomrendi ng that 50,000 platelets is the magic
nunmber for transfusion, et cetera.

DR HOLMBERG If that's the

interpretation fromthe comrittee, then | can live

withit.

CHAI RVMAN BRACEY: That's just from me.
Dr. Epstein.

DR EPSTEIN. Well, may | suggest that the
word "policies" is a softer word? Because that can

be translated into any nunber of nechanisns, and if
we said, and it shouldn't be support devel opnent.

I thought we had agreed it should state "devel op
national " sonething or others. Develop nationa
policies under which state and |ocal public health
aut horities.

And then com ng back to M. Wl sh's point,
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what if we added the words before where it says

"can minimze," "can prioritize allocation and
mnimze disparities"?

CHAI RVAN BRACEY: Yeah. That's a good
point. Dr. Bloche.

DR. BLCCHE: | favor adding the words
"prioritize allocation." | actually think--funny,
different words have different neanings to
different folks--but | think the term "policies"
and the term "guidelines" both sound nore officia
and nore forceful than "principles."”

Principles | think allows nore
flexibility. Certainly |I think that's how both
ethicists and | awers would read the difference
between the term "principles" and the words either
"policy" or "guidelines." So | would urge going
back to principles for that reason.

The other point I'd want to make is that
we're tal king not only about public health
authorities. W're also talking about health care
provi ders, especially doctors and hospitals, who

are the ones who at the micro | evel are naking
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these allocations and who can make deci si ons,
exercising their discretion, that generate
disparities at the macro | evel

So | would urge adding to state and | ocal
public health authorities health care providers.
Yeah, | think that captures it. Health care as
opposed to health providers.

CHAI RVAN BRACEY: Ceneral sense of the
committee? Acceptable? Okay. GCeneral sense of
the committee. GCkay. Executive Secretary. Ch,
sorry.

MR MATYAS: |s blood sufficient or to be

consi stent throughout it's blood and bl ood products

or - -
CHAI RVAN BRACEY: Bl ood and bl ood
products.
MR MATYAS: Ckay.
CHAI RVAN BRACEY: Thank you
DR BLOCHE: And this policies and
gui delines thing versus principles, this, | suspect
that many will read this doing exactly the things

that sonme fol ks over on that side wanted to avoid
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doing. That's just a kind of friendly wordsnithing
suggestion. Flipping out the principles.

M5. LIPTON: And | would with that. First
of all, guidelines is going to send us into federa
advi sory committee heaven. W'l never get them
out. Mybe that's what we're all trying to
acconplish, but I don't think so.

And | do think, yeah, | nean a policy has
a very distinct definition. A principle is nore
like a stated goal, if you will, or an objective,
and | think maybe that's a better, a safer word for
us at this point.

CHAI RVMAN BRACEY: kay. So does the
conmittee favor principles then?

DR. KUEHNERT: Maybe we've been through
this, but recommendations is usually what we use in
public health. | nmean we're tal king about public
health, | nean they're going to devel op
recomrendati ons.

DR BLOCHE: That makes it too soft.
Recommendati ons. Principles at |east |eaves

anbiguity that reflects the differences of opinion
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inthis room

DR, KUEHNERT: Well, 1 guess, but | nean
you can't proscribe this sort of activity to
clinicians. | nean if you talk about a public
heal th departnent, you know, having the power to
prescribe--1 mean unless you're tal king about a
regul atory authority, | nmean it's--well, froma
federal standpoint, we can't do anything other than
recomrend, fromthat standpoint.

If you're tal king about, you know, states
havi ng regul atory authority, then | guess maybe
you're right, but I"mthinking froma public health
perspecti ve.

DR. BLOCHE: W're tal king about, | think,
multiple levels here in the sense that there's a
message fromthe national governnent, then there's
al so nessages fromstate public health authorities.
Then there is where the rubber hits the road which
is actually in the hospitals where the decisions
actually get made, and in reality it's going to be
what those hospitals set as their own interna

policies and what they require the docs to do
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that's going to determ ne the question of
disparity.

So just allow ng--

DR KUEHNERT: But the hospitals still
can't--1 nean they can't tell--1 mean unless you
get into rei nmbursenment, you know, that you won't
get reinbursed if you do it this way, | nean then

it becones nore prescriptive, but I nmean a hospital

can't order a physician to operate in a certain

way .

DR. BLOCHE: The word "principle" also has

a moral force, | think, a noral authority that the

word "recomendati on” doesn't have.
CHAI RVAN BRACEY: 1'Il get to the

Executive Secretary. Can I--

DR. HOLMBERG M/ question was answered.

CHAI RVAN BRACEY: Ch, it's answered.

Ckay. Dr. Bianco.

DR BIANCO Dr. Bracey, | have one sinple

suggesti on.
CHAI RVAN BRACEY: Yes.

DR BIANCO |Instead of "shortfalls,™
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"enmergencies." These will only be really applied

in cases of energencies.

CHAI RVAN BRACEY: Excellent. G eat point.

Yeah, because we experience shortfalls not

infrequently. Excellent.

DR. EPSTEIN: Well, is critical shortages

better than that, though, Celso?

DR. BIANCO Well, anything that expresses
it as an exception, is not a rule. That is if 20
percent less blood is available, |I don't think that

that nakes it sonething that the federal governnent

wi Il define principles.

The only thing that they will be able to

do is to nake recommendations, let's say, to

restrict transfusions only to energencies, for

instance. It will be much nmore difficult to create

al | ocati on.

CHAI RVAN BRACEY: So | guess the
consi deration would be critical shortfalls as
opposed to shortfalls versus energenci es?

DR. EPSTEIN: Critical shortages.

CHAI RVAN BRACEY: Critical shortages,
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critical shortages. Dr. Epstein.

DR. EPSTEIN. Could | just repropose that

we substitute "policies" for "principles"? There

seened to be a transient satisfaction with that

term The problemis that it said /guidelines,

then we got back to substituting for guidelines.

So let ne just ask the question whether the group

i s happier saying "policies" or happier saying

"principles"? Those seeming to be the two viable

conpetitors

CHAI RVAN BRACEY: Dr. Sayers has a burning

comrent and questi on.

DR SAYERS: Hardly. But | was going to

say to get the sense of the group, can we put that

to the vote? Wo wants policies? Wo wants
princi pl es?

CHAI RVAN BRACEY: Well, that's a good

point. Al right. Then, so, for nunber five then,

we will get the sense of the comnittee. Strike

of .

Yes, Ms. Thomas.

M5. THOVAS: | just would like to ask Dr.
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Li pton again--earlier, you had given us very

specific definitions. |f you would that one nore
time before the vote, |1'd appreciate it.

MS. LIPTON: Well, | will, but | caution
you two things. First of all, | should say |'m not
a doctor either, but I love to play one on this
commi ttee.

[ Laught er.]
M5. LIPTON: But to nmy mnd, when you get
into the regulatory environnent, if you use the

word "guidelines,"” it brings into play a whol e
series of processes that the governnent has to go
through to set guidelines, and it's a very |engthy
process and if we use that term that would be a
probl em

To nme, the distinction between a policy
and a principle, a policy is sonmething that you
must follow. A principle to me is aspirational in
nature. This is the principle under which | would
like you to operate, but it allows you the freedom

to acconplish that goal in whatever way you want.

A policy to nme neans you nust do it this

file:///C|/JANUARY/0106DHHS.TXT (303 of 338) [1/10/2006 3:43:47 PM]

303



file:///ICI/JJANUARY/0106DHHS.TXT

304
way. This is our policy to follow. So | don't
know. | kind of--that's why | think about what are
the principles of our government? It's a denocracy
and it's, you can state themvery high level, and
think what we're trying to get out of this is a
very high level statenent of sort of | think what
Dr. Bloche was saying, the noral, the high noral
ground here.

And | think that's what we're trying to
establish in the principles and sayi ng when you set
these, when you do this at the local |evel, we want
to nake sure that you treat the patients first who
are the nost critical, that everyone has access in
the allocation, that it doesn't go just to one
hospital who is a favored custoner, but that's what
I sort of think of as the principles that we're
articul ati ng.

CHAI RVAN BRACEY: So then are you wlling
to make that in the formof a notion?

MS. LIPTON: Principles. Well it's up
there already so--

CHAI RVAN BRACEY:  Second.

file:///C|/JANUARY/0106DHHS.TXT (304 of 338) [1/10/2006 3:43:47 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

305

DR BLOCHE: Second.

CHAI RVAN BRACEY: Okay. There's a notion
and second.

[ Moti on nmade and seconded. ]

CHAI RVAN BRACEY: So what we're voting on
is whether we will |eave the statenment nunber five,
as to devel op national principles under which state
and | ocal public health authorities and health care
providers can prioritize allocation and mnimze
disparities in blood and bl ood products
availability and use during critical shortages.

Al'l ocation of, yes.

Al in favor?

[ Show of hands. ]

CHAI RVAN BRACEY: Okay. We have a count.

DR SAYERS: Are we going to have any
di scussi on?

CHAI RVAN BRACEY: Well, we had plenty of
di scussi on.

CHAI RVAN BRACEY: | guess | only vote in a
ti e-breaker. Gkay. Opposed?

[ Show of hands. ]
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CHAI RVAN BRACEY: All right. Then it
stands approved. kay. Let's go back
Should we start at--yes? Dr. Pierce
DR PIERCE: Can | go back to ny earlier
coment on the "whereas's" because | don't think it
was addressed here.
CHAI RVAN BRACEY: Ckay. Let's go to the

"whereas's," please

DR. PIERCE: Well, the point is that | was
trying to make is that this is very centric to H5NL
or to influenza pandemics, and | continue to see
that as we go through the entire docunent. So
shoul d this be broadened out to say that this is a

nmodel of other potential pandemcs that could

strike the United States?

CHAl RVAN BRACEY: kay. | see. GCkay. So
the point--

MR. MATYAS: |I'msorry. Actually reading
it was, | thought it was based on the fact that we

had this, the outbreak of H5NL virus, we've gone
through all of this as opposed to all of this only

applies to H5NL.
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CHAI RVAN BRACEY: Well, that was ny sense,
but we do in the body specifically repetitively
address H5N1, and so | assune it's open for
interpretation. Comments from other conmittee
nenber s?

Karen Lipton?

MS. LIPTON. | thought we referenced--|I
t hought we referenced avian flu specifically
because we had sone specific opportunities that we
wanted to take advantage of right now? Certain
studies that we could do because those events were
out there right now, and | think we tried to limt
t hose.

I think what we're | ooking at and trying
to get our arns around here is pandem c influenza,
and that's what we're trying to prepare for, and
the rest of the conmittee who are newer nenbers
don't know this, but we already have a systemin
pl ace to respond to disasters and acts of terrorism
that m ght cause shortages or other issues.

And it's actually | think getting better

and better. W' ve gone through a nunber of
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nati onwi de exercises with HHS and DHS and so | --

CHAI RVAN BRACEY: That's a good point.

M5. LIPTON: --1 want to be very carefu
that we don't suddenly take this and then change
things that are already actually incorporated into
HHS policy that have been functioning fairly well.

CHAI RVAN BRACEY: That's a good point, a
good point. Dr. Ransey.

DR. RAMSEY: Yeah. And just to add to
that in nunber four, if we |eave the reference to
AABB | nterorgani zati onal Task Force in there, which
I have a few doubts about, we should specific which
task force it is because | think we're all thinking
the pandem c task force, but just to nake sure
there's no confusion out there in people reading
this that we don't nean the disaster task force

CHAI RVAN BRACEY: Good poi nt.

M5. LIPTON: Well, actually we do nean the
di saster task force

DR. RAMSEY: Ckay. So what do we nean?

M5. LIPTON: Well, because what we're

tal king about is strategy to address nassive bl ood
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shortages and that is exactly--once we nake sone

recomendati ons, the inplenentation of this on that

| evel goes to the task force

CHAI RVAN BRACEY: Dr. Hol nmberg

DR. RAMSEY: So which task force | guess

is--we just need to be clear about who we are

tal ki ng about.

DR. HOLMBERG And | think that it's okay

the way it is because in ESF 8, which is the

enmergency support function, it clearly refers to

that HHS will liaison with the AABB task force and

it identifies this.

| have anot her comrent, but |'I| defer.

CHAI RVAN BRACEY: Ckay. Dr. Epstein.

DR. EPSTEIN: Shouldn't we just give it

the full nane, Interorgani zational Task Force on,

you know, Donestic Disaster--

DR. HOLMBERG | agree with that, because

it needs to be consistent with what is in ESF 8.

CHAI RVAN BRACEY:  Ckay.

DR. EPSTEIN. So, Karen, can you give us

the correct full nanme?
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MS. LIPTON: If | remenber.

I nt erorgani zati onal Task Force on Disasters and
Acts--help ne out, Kay. Donestic Disasters and
Acts of Terrorism

CHAI RVAN BRACEY: Okay. Al right. So
naned. Dr. Hol nberg.

DR. HOLMBERG | shoul d have voiced ny
concern about (a) earlier, and | was really
struggling with this, but | really think that this
is not going to go very far if it is presented in
the way that it is worded at the present tineg,
primarily because there are sonme comittees--first
of all, they're not necessarily comittees, but
they're working groups within HHS, and they're
i nherent governnent operations.

And so | would say that | would prefer
that the conmittee consider maybe the wording
"assuring blood and pl asma systens are recogni zed
in federal policymaking and comruni cation."

CHAI RVAN BRACEY: Well, so, again, one of
the issues that we were concerned about, | thought

I heard various nmenbers of the commttee state was
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t he absence of involvement of menbers. | mean
there's input but to be certain that the nessage is
right, the feeling was that there should be soneone
t here.

DR. HOLMBERG Well, | think that it
carries that message because it is a sub-bullet
under neat h four.

CHAI RVAN BRACEY:  Uh-huh. Comments from
the committee? Dr. Epstein.

DR EPSTEIN. Well, two points, Jerry.
One is that one can use SGEs. You have to decide
to, but short of that, if we reworded it to say
"assure bl ood organization input" instead of
representation, it's softer, it's |lesser, but it
gets at the point that there shouldn't be blind-siding or
| ack of attention to the views.

DR HOLMBERG Well, and | think that we
al ready have this mechanismin place as far as
conmuni cation, that making sure that we have a
consi stent unified nessage, and that is handl ed
through the task force

So | mean | was taking the position that
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we already identify the AABB task force in four and
that what is does is it assures that there is going
to be--the nessage goes out there, and that we
constantly are pinging this. W don't necessarily,
you know, it may not be appropriate for a non-governnent
person to be part of this.

And the bl ood organi zations are
representatives and not special governnent
enpl oyees.

CHAI RVAN BRACEY: Dr. Epstein.

DR EPSTEIN. Well, what if we shifted the
focus away fromcomittees, just to the
pol i cymaki ng and comuni cati on, assuring bl ood
organi zation input into key federal policynaking
and conmuni cation? And sort of finesse the issue
of the mechani sm bei ng representation on
conmittees?

Again, it is softer, but | understand the
point. It's going to be very hard in practice.

MS. BI RKHOFER: Bl ood and pl asma- -

CHAI RVMAN BRACEY: So, again, it's been

softened by taking comittees out? M. Birkhofer,
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you woul d say bl ood and bl ood pl asna.

DR HOLMBERG And that's what | was
referring to with the blood and pl asma systens.

CHAI RVAN BRACEY: Bl ood and plasma. Ckay.
Dr. Bl oche.

DR. BLOCHE: Just a brief pitch for Dr.
Hol mberg's way of phrasing it before. | do think
that the intro to itemfour pretty clearly
under scores the inportance of the bl ood
organi zations' input and | think you're right on
target. So | forget what your |anguage was, but
maybe the vote--1 don't know the process, the
procedures of the committee since |'"'mnewto all
this, but maybe the voting nmechanismis the way to
do this.

CHAI RVAN BRACEY: Well, yeah, we're losing
nmenbers. First of all, does the comrittee feel--do
we need a vote or is there consensus with this
statenent as 4(a) is reasonable?

MS. LIPTON. | just have a question. The
comrittee we were all tal king about was sort of a

joint--was a conmmttee that deals primarily--
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DR HOLMBERG Ms. Thomas, excuse ne.

M5. LIPTON: |I'msorry.

DR. HOLMBERG Ms. Thomas, could you just
hold on for just a second? W're trying to vote.
W're trying to see if we have a quorum Ckay. W
don't have a quorunf

Dr. Sayers has given ne the proxy that he
was in favor of this.

CAPT McMURTY: It works for ne. Hold your
hand up. Gkay. W have a--

CHAl RVAN BRACEY: O 4(a). Okay. All
right. W have your proxy. D d you count me?

MS. LIPTON. So ny only question was |
t hought there was sonme key conmittee conmmuni cation
that everyone was concerned that--

CHAI RVMAN BRACEY: Right. There is one.

MS. LIPTON: And so | think that was what
started this whol e conversation.

DR HOLMBERG It's not a committee. |It's
a working group, and | think what Dr. Epstein had
mentioned earlier as far as making sure that we

have in our communicati on nmapping that the nessage
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gets there. And | think this, the way the
comittee has worded it now, | think that this
message gets across and will be acceptable.

CHAI RVMAN BRACEY: Okay. Dr. Sandler.

DR. SANDLER If it's their input they
needed an apostrophe after the "s."

CHAI RVAN BRACEY: Okay. Al right. Shall
we go back through four? Okay. So nunber four
itemfour: recognize the central role of AABB
I nterorgani zati onal Task Force on Donestic
Di sasters and Acts of Terrorismin the devel opnent
and i npl enentati on of a national strategy to
address potentially massive bl ood and bl ood product
shortages during a pandem ¢ of influenza by (a)
assuring bl ood and plasma systens' input into key
federal policymaki ng and communi cati on;

(b) pronoting cooperation anongst state
and | ocal public health authorities and appropriate
bl ood col |l ecti on organi zati ons, hospitals, nedica
pr of essi onal organi zati on, and pati ent advocacy
organi zati ons.

So that's where we |eft itemfour
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DR RAMBEY: How about communi cation and
cooperation or is there too many conmuni cati ons.
Maybe we don't need to worry about style so nuch,
but pronoting communication and cooperation?

CHAI RVAN BRACEY: \Where were you now?

DR. RAMSEY: Sorry.

CHAI RVAN BRACEY: Cooperation. Ckay.
Comuni cation. Okay.

M5. BI RKHOFER: M. Chairman

CHAI RVAN BRACEY:  Conmmuni cation.  Yes.

MS. BI RKHOFER: Just as a matter of course
as staff edits this, can we just be consistent that
bl ood and bl ood products throughout the docunent?

CHAI RVMAN BRACEY: That's fine. Yes. Cood
reconmendat i on.

Ckay. So, M. Secretary, Dr. Hol nberg, at
this point, we have the docunent. The question is
can we--we have proxies, two proxies.

DR. HOLMBERG W have two proxies and
we're seeing if we have a third proxy.

CHAI RVAN BRACEY: Okay. Dr. Epstein.

DR EPSTEIN: | would like to raise two
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points. The first is | think we need to say
sonet hi ng about nodel building back up in the
research item | think that was bullet three. You
know we only heard about that today, and | think
there is sonething warranted to be said about
supporting the devel opnent and validation of
predi ctive nodel s.

Itemtwo. Okay.

CHAI RVAN BRACEY:  Yeah.

DR EPSTEIN. Yeah. Gkay. So | think we
need to add a subpoint (d) on support devel opnent
and validation of predictive--of quantitative
nodel s and validation of quantitative nodels for
bl ood availability and utilization in an influenza
pandem c and the potential value of candidate
i nterventions agai nst shortages.

CHAI RVAN BRACEY: Okay. So support
devel opment and validati on of quantitative nodels
for blood availability and utilization in an
i nfl uenza pandem ¢ and the potential value of
candi date i nterventi ons agai nst shortages--to

prevent short ages.
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DR EPSTEIN: Yeah, sure. It can be
fixed. Spinning if off here after a couple of cups
of coffee.

CHAI RMAN BRACEY: Al right.

MR MATYAS: Sorry.

CHAI RVAN BRACEY:  Yes.

MR. MATYAS: The potential val ue of
candi date interventions. Candidate interventions,
what does that nean?

DR EPSTEIN. Well, there are a whole
variety of things one can think of doing. You know
there's vaccinating, there's reducing use for non-
ener genci es.

CHAI RVAN BRACEY: Well, maybe if we just
said interventions.

MR MATYAS: No, no, no. Now,
under stand what you mean. | was thinking of
candi date as an individual in the interventions.
I"msorry. | understand what you're saying.

DR. EPSTEIN: You could say alternative
interventions or--

CHAl RVAN BRACEY: Ckay. All right.
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DR EPSTEIN. We may want to discuss this
nmore, but the second point | wanted to nake is that
I don't think we quite resolved Genn Pierce's
i ssue which is whether we want to flag the
devel opment of strategies for pandem c influenza
for the bl ood systemas contributory to the need
for strategic inprovenent in the blood systemin
general ?

W tal ked about it, but we sort of didn't
figure out whether it belonged in a "whereas" and
we didn't figure out whether we wanted it in an
action item

| personally think that it's worth
flaggi ng the "whereas" section

CHAI RVAN BRACEY: | thought one of the
things that Karen nentioned and tied to other
efforts that we have, i.e., the strategic plan,
which is forthcom ng, that will be addressed, but
not specifically in this--

MS. LIPTON: That's what | was thinking.
I nmean | think, you know, once we start putting

together the strategic plan, renmenber we had issues

file:///C|/JANUARY/0106DHHS.TXT (319 of 338) [1/10/2006 3:43:47 PM]



file:///ICI/JJANUARY/0106DHHS.TXT

320
of research. W had sort of all of these things as
the elenments of a strategic plan, and | think this
naturally will show up there, so |I'mnot--

DR EPSTEIN. |I'min conplete agreenent.

I think the question is whether we want to add
under the "whereas" section a statenent to the

ef fect that preparedness for pandem c influenza in
the blood systemw || contribute generally to

di saster preparedness for the bl ood system

I"'mnot wedded to that point, but | don't
think we ever sort of put to the vote whether we
wanted to incorporate denn's suggestion or not.

I don't think it's in dispute that this
naturally falls into the broader picture.

CHAI RVAN BRACEY: Actually, that's | think
an easy enough point to put in. There's no point
of action. It doesn't detract. It only adds. The
conmttee's favor on that?

DR EPSTEIN. Unless it's gratuitous, you
know.

CHAI RVAN BRACEY: So can we go to the

"whereas's"? Gkay. So this would be under (h) and
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this woul d be what--the devel opnent of a--

DR EPSTEIN. Preparedness of the bl ood
systemto address pandem c influenza would
contribute generally to preparedness of the bl ood
system for disasters, sonething along those |ines.

CHAI RVAN BRACEY: You got that? Oh.

Pr epar edness of the bl ood systemfor--

DR EPSTEIN. Pandemic influenza.

CHAI RVAN BRACEY: --pandem c influenza
woul d contribute to the general --

DR. EPSTEIN:. Disaster preparedness.

CHAI RVAN BRACEY: Yes. Dr. Hol nberg?

DR HOLMBERG To be consistent, does the
committee want to put bl ood and plasma systens?

CHAI RVAN BRACEY: Yes, yes, yes. Yeah. |
think that--Dr. Sandler?

DR SANDLER: Dr. Roseff asked ne to make
a suggestion for her regarding item nunber one, and
she would like to add the word "distribution" as
fol |l ows:

Establ i sh national recognition of the

bl ood and plasma systens (collection processing,
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di stribution and use).

CHAI RVAN BRACEY: That's fine. Used to be

there. Yeah. W took it out.

[ Laughter.]

MS. LIPTON: 30 words.

CHAI RVAN BRACEY: There you are. Ckay.

MS. LIPTON. Put us over the top.

CHAI RVAN BRACEY: All right. Are we
getting--is the general sense of the commttee that
we would Iike to go through it again? Are we
close? Are we not quite there? What's the genera
consensus of the conmttee? Yeah, Dr. Epstein.

DR EPSTEIN. | sort of had ny checkli st
of newitens that cane up in today's discussion,
and there is one nore on ny list, which is whether
we want to say anything about surge capacity as a
strategy? This is--this is the idea that building
surge capacity would serve to underpin both
i nfluenza preparedness as well as create a nore
robust systemin the face of staff and donor

| osses.

MS. LIPTON. | think we already have surge
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capacity built in and we use it all the tinme. |
think it's just a question of in the blood centers
recognizing it.

What | don't think we can do easily is go
out and hire a bunch of new enpl oyees and train
themin advance of doing sonething. | nean we
found that was the hardest thing to do.

DR EPSTEIN. But that's just the point
that is troubling me, Karen, because, you know, if
you have a 30 percent donor |oss and a 30 percent
staff |oss, and you don't have people you can cal
into be the recruiters, to be the phl ebotom sts,
to be the processors, then you're in a nmuch worse
situation than if you have created that
infrastructure

MS. LIPTON: But | think we don't know
that fromour level and | think froman operationa
standpoint, that's something a bl ood center needs
to |l ook at.

I mean is Celso still here? | mean |
think one of the things that's very inportant is to

not try to dictate to a blood center how to dea
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with that, and I'mjust very concerned that when we
start tal king about telling people to devel op surge
capacity, the worst people we had coming into those
centers were people who hadn't been trained, and
training, as you know, is just a trenendously huge
i ssue in keeping people trained out there who we're
not going to bring in and use everyday is really
critical

DR. EPSTEIN:. Well, | agree with you,
Karen, but there are other nodels. For exanple,
there is cross-training. One of the biggest
probl emrs that we had in 9/11 was when the managers
started being the phl ebotom sts and didn't know the
procedures for phlebotony or using nurses as surge
staff, you know, but | think we need to | earn from
that experience and do better

And it isn't necessarily a question of
t eachi ng new peopl e who can come in ad hoc; it's
potentially also an issue of cross-training with
the staff you already have and can regularly train.

I"mjust saying that one thing | |earned

from Steve Anderson's presentation is that
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potentially extrenely valuable strategy is to over
collect in anticipation of the crisis, and that
additionally we have to anticipate that second bump
which is when all the del ayed el ective procedures
start to happen because they've beconme nore urgent.

And |'mjust saying don't we need to think
about that in sonme way? Now, it doesn't
necessarily have to be a dictate, and | didn't nean
it to be a dictate, but should there be sone
expl oration of that issue?

M5. LIPTON: | think it will naturally
happen in the pandem c influenza worki ng group that
we're working with now | nmean | think we have to
go back and nodel and see if it even works for us.

CHAI RVMAN BRACEY: Yeah, ny thought was
that as long as we have the piece in there for the
devel opment of the nodels, that should sort of
foster the consideration of these possibilities.

DR BIANCO | just want to say, so Jay
can sleep tonight, is that it is being considered
by the task force, and that they actually

consi dering addi ng some HR people to the task
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peopl e to review those issues.

And if we tal k about surge capacity, you
are really tal king about sonething that we have to
try to discuss in this coonmttee many tinmes. That
is the emergency reserve, and which we have not
been able to create.

CHAI RVMAN BRACEY: kay. So additiona

t houghts, considerations? Dr. Ransey.

DR. RAMSEY: Can you just show the rest of

nunmber two for a second?

CHAI RVAN BRACEY:  Yes.

DR. RAMSEY: | was just concerned that we
mght be a little bit too specific about sone of
these scientific studies that we're recomendi ng.
Just to make sure for the scientists here, which
doesn't include ne, that we're not being too
restrictive in ternms of the reconmendations?

For exanple, support studies of avian
i nfluenza virus? Maybe nmight be instead of
speci fying H5NL in number (b), in (b).

CHAI RVAN BRACEY: Take away H5NL.

DR EPSTEIN. Well, wait, | don't quite
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agr ee.

DR RAMBEY: Okay. That's--1'mjust--

CHAI RVAN BRACEY:  Ckay.

DR EPSTEIN. Right now we have a problem
with HS5N1. W don't know that it's going to becone
pandem c, but it's got a 50 percent nortality rate.
There have been some cases of human-to-human
transm ssion, and | think part of preparedness
really is to study H5N1.

I think the point that you're nmaking is
that it shouldn't be to the | evel of disregarding
ot her candi date pandemic strains like H3. So |
agree with that, but | would hate to see us drop an
enphasis to support studies on HSN1. | think
that's the i medi ate problem

CHAI RVAN BRACEY: M. Matyas.

MR. MATYAS: |'d actually then say
i nfluenza viruses including but not limted to
H5N1, and then you get to the point which is that's
the i medi ate issue, but we're not limting it to
just this.

DR EPSTEIN. Well, what if we did it in
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reverse order? Studies of H5NL and ot her potentia
pandeni c strains
CHAI RVAN BRACEY: Yeah, that's good.
That's good. W have a pressing issue and that is
that we're approaching five. W need to nake a
decision as to whether this is close to being

acceptabl e and sonething that we could vote on or

whet her we would want to delay? | would favor a
vote personally. |Is that the consensus of the
group?

Al right. So should we go through it
once again to nake sure--no. Gkay. Al right.
Al nmenmbers then who are in favor of the resol ution
to the Secretary as we have drafted throughout this
af t ernoon, please indicate by raising your hand.

[ Show of hands. ]

CHAI RVMAN BRACEY: | guess |'Il raise ny
hand on this one, too. Voting nenbers?

CAPT McMURTY: Dr. Bracey, Ms. Thonmas did
say for you to vote her proxy.

CHAI RVAN BRACEY: Okay. Then count ne

twice. GCkay. Okay. Then all opposed?
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[ No response. ]

CHAI RVAN BRACEY: Sounds li ke the work was
worth it. Unaninous vote. Thank you for your
contributions. Dr. Hol nberg.

DR. HOLMBERG Yes, just a quick, and I
can follow up this by an e-nmail, but in |ooking
through the strategic plan that we tal ked about at
the last neeting, | identified six different
groups, policy, economcs, clinical practice,
research, disaster planning, donor retention, as
areas of work groups that we will be working or
trying to put together the strategic plan.

And so what | would like to do is get sone
i nput on what group you would |like to be part of,
if youd be willing to volunteer to be part of the
wor k group, the government work group on that.

MR. WALSH: Excuse nme. Are you going to
i nclude a rei nbursenent?

DR HOLMBERG  The reinbursement is
actual |l y under the economi cs.

MR. WALSH:  Ckay.

DR HOLMBERG  Ckay.
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MR WALSH: Sign ne up.

DR. EPSTEIN:. Jerry can you read them
again nore slowy?

DR, HOLMBERG Yes, I'msorry. Policy,
economi cs, clinical practice, research, disaster
pl anni ng and donor retention. Yes?

DR BLOCHE: Could you clarify the
di stinction between the policy group and the
econom cs group?

DR HOLMBERG Well, the policy is
basically how do we establish our policy, what is
the process for establishing the policy?

DR BLOCHE: Processes. \Wereas econom cs
is nore the substance.

DR. HOLMBERG  Exactly.

DR KUEHNERT: |Is surveillance included
under research?

DR. HOLMBERG Yes, | did put that under--right,
we have a seventh group, surveillance.

MS. LIPTON: And where is risk
comruni cati on?

DR HOLMBERG Ri sk communi cation is under
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di saster planning. Yes?

DR EPSTEIN: |'m concerned that the
committee, if it's now being charged with sort of
bringing forward the plan hasn't had a di scussion
about how it wishes to structure itself to do so.

And shoul d that process be restricted to
the conmittee or should it involve outside parties
and is this being conceptualized initially as a
governnent activity with the extension of SGEsS? In
other words, | just think that there's a | acking
ant ecedent di scussion here.

DR. HOLMBERG  Well, | thought that the
recomendation that took place at the |ast neeting
was a recomendation to the Secretary to nove
forward on this. So with that recomrendati on was
the burden of the governnent putting together the
strategic plan with the input fromthe various
wor ki ng people on this committee.

So | mean to what extent do you think that
we need to have discussion on this?

DR. EPSTEIN. Well, for example, the

categories of the working groups don't exactly
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correspond to the categories of the plan as
proposed by the comrmittee so how di d that happen,
for exanpl e?

DR HOLMBERG Well, basically I'"'ma
| unper and | was |unping things together to try to
m nimze the nunber of working groups that we would
have. | nean if it's the wish of the committee, we
can keep each one separate, but, for instance, risk
communi cati on, you know, | felt very--1 felt that
it logically went under disaster planning such as
in the economnmics, the idea of the cost of blood
products, the reinbursenent, the funding of
prom sing new technol ogi es which were all key
elements really falls under the economics part on
how do we nove forward on this.

CHAl RVAN BRACEY: M. Secretary, Executive
Secretary, can we perhaps have a foll ow up
conference call of the subcommittee to address the
i npl ementation plan?

DR. HOLMBERG  Absolutely. |If that's the
wi sh of the committee.

CHAl RVAN BRACEY: Wbuld that be the wi sh
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of the comittee?

MS. LIPTON: | think that makes the nost
sense.

MR MATYAS: Yes

MS. LIPTON: | mean even in putting risk
communi cati on, which | thought was nore al ong the
lines of not just about disasters, but really to
the public about the risks and benefits of bl ood
transfusion so maybe it woul d make sense to--of
course, our chair of that committee is no | onger on
the committee, but--

CHAI RVAN BRACEY:  Yeah.

MS. LIPTON:. It was Jean Linden [ph]. But
maybe that nmakes sense is to get it back together
and tal k about a proposed process that comes from
the committee nore.

CHAI RVAN BRACEY: Would you be willing to
serve as the newy appointed chair of that
subcommi ttee? Ms. Lipton?

[ Laught er.]

CHAI RVAN BRACEY: Al in favor?

[ Laughter.]
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MS. LIPTON. That will teach ne--1'm going
to be colorful on this commttee, though, | just
want you to know.

CHAI RVAN BRACEY:  Okay.

[ Laught er.]

CHAI RVAN BRACEY: The col orful corner over
t here.

MR. MATYAS: The docunent that |ays out
that, was that in the materials? 1Is that on the
Wb site?

DR HOLMBERG It's on the Wb site under
the recomrendations fromthe | ast neeting.

MR MATYAS: Fromthe | ast neeting.

DR HOLMBERG And | can nake sure that
you get a copy of it also.

MR. MATYAS: No, no. | can go to the Wb.
That's fine.

DR. HOLMBERG  Ckay.

MS. LIPTON: We'll need sone nore nenbers
on the conmittee because a nunber of them have
graduated, so to speak.

DR HOLMBERG Well, let ne send an e-mil
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out and we'll get solicitation by e-nmmil.

CHAI RVAN BRACEY: Are we at the close?
Dr. Kuehnert.

DR KUEHNERT: | assunme we sort of
established this, but just that we tal ked about how
the recomrendati ons passed are relevant to the
strategic plan, but that are we going to spend tine
at the next neeting determining how the
recomrendations are relevant to the strategic plan.
Is that the objective?

DR HOLMBERG Well, to be honest with
you, | don't think that we will have a final draft,
not until maybe August. But | think that we can
have a very, naybe bullets together for discussion,
and | think that one of the problenms that we have
to be very cognizant of, and that is that any tine
we have subgroups, it is not a decision of the
committee, that has to be reported back to the ful
comittee.

So we- -

DR KUEHNERT: | meant at the next

nmeeting, next tinme we neet--
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DR HOLMBERG Right.

DR KUEHNERT: --that we woul d di scuss
what ever progress is made on the strategic plan,
but al so how these recommendations fit into the
strategic plan. Just the reconmendations that we
made don't get sort of put into the ether and then
we don't really tal k about them again.

DR. HOLMBERG Right. Ckay.

CHAI RVAN BRACEY: Dr. Epstein.

DR EPSTEIN. Yeah. Thank you. Well, |
guess what's troubling me is sort of a |l ega
nuance. | guess | can wait till Jerry is done.

CHAI RVAN BRACEY: Dr. Hol nberg

DR EPSTEIN. Jerry, I'ma little troubled
by kind of a | egal nuance about what's being asked.
On the one hand, the departnment is now establishing
a work plan to develop a strategic plan for bl ood
for the 21st century. That of course is the
prerogative of the departnent.

And if you're sinply asking for
participation fromsome of the SCGEs, that's a

sinmple matter. You just go forward. |If on the
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ot her hand, what you're asking is for this
conmittee to establish subgroups to devel op, then
that's a different thing, and | think that we're
into different procedures in those two different
pat hways.

DR. HOLMBERG And I'msorry if there was
m sclarification on that. What | was trying to
conmmuni cate was the fact that the departnent is
al ready nmoving forward on the recomendati on that
was nmade back in Septenber, and so what we're--ny
goal nowis to solicit conments fromdifferent SGEs
and representatives fromthis comttee and not |et
the conmittee go back and rehash it.

What 1'd like to do, not until there's a
final draft, and | think at that point in time
bring it back to the conmttee. So, yes, that's,
was trying to keep it as sinple as possible, and
the fact that | wanted to have the governnent
moving forward on this, but to also have input from
the committee.

DR. EPSTEIN:. Okay. So then you're

soliciting participation by individual SGEs.
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DR, HOLMBERG  Absol utely.

DR EPSTEIN. And that's quite different

than form ng subgroups in these working group
ar eas.

DR HOLMBERG R ght.

CHAI RVAN BRACEY: Do we have any nore

busi ness?

MS. LIPTON: No, we can just talk. Then

guess we don't need to have a conmttee call?

CHAI RVAN BRACEY:  Yeah

DR EPSTEIN. That's right. Jerry is just

| ooki ng for vol unteers.

DR HOLMBERG Let ne send out an e-nmi

and | need volunteers to hel p the governnent work

on the various aspects of the strategic plan.
CHAI RVAN BRACEY: All right. Do we--
moti on for adjournnent.
[ Motion made. ]
CHAI RVAN BRACEY: All right. Al in

favor, aye. W' re adjourned.

[ Wher eupon, at 5:01 p.m, the Advisory

Conmi ttee was adj our ned. ]
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